SURGICAL SERVICES
STANDARD ADVISORY COMMITTEE (SSSAC) MEETING

Thursday, June 2, 2005

Michigan Library and Historical Center
702 West Kalamazoo Street
Lake Ontario Room
Lansing, MI 48915

APPROVED MINUTES

l. Call to Order.
Chairperson Miller called the meeting to order at 10:00 a.m.
a. Members Present and Organizations Represented:

Cheryl Miller, Trinity Health (Chairperson)

Eric Barnaby, Foote Health System (Alternate)

Sally Bertoia, H.F. Health System (Alternate) (arrived at 10:16 a.m.)
(left table at 10:51a.m.)

Lowell Bursch, MD, Spectrum Health

Evelyn Bochenek, RN, MSN, Sparrow Hospital

Charles Dobis, Michigan Ambulatory Surgery Association

John Fox, MD, Priority Health (arrived at 10:07)

Toshiki Masaki, Michigan Manufacturers Association

Rand O’Leary, Borgess Medical Center

Krishna Sawhney, MD, Henry Ford Health System (arrived at table at 10:51 a.m.)

Debra Stephenson, BSN-RN, MBA, CNOR, McLaren Health Care

Walter Whitehouse, Jr., MD, The Saint Joseph Mercy Health System

Robert Wolford, Michigan Medical Group Management Association

b. Members Absent and Organizations Represented:

Richard Mata, Michigan State AFL-CIO
Kim Meeker, RN, BSN, MBA, Foote Health System
Harvey Pass, MD, Barbara Ann Karmanos Cancer Institute

c. Staff Present:

John Hubinger

Larry Horvath (arrived at 11:07 a.m.)
Andrea Moore

Stan Nash

Brenda Rogers

Matt Weaver

d. General Public in Attendance:

There were approximately 38 people in attendance.
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Declarations of Conflicts of Interest.

No conflicts were noted.

Review of Agenda.

Chairperson Miller added the Review of the Open Heart and 2003 Surgical Services Data

provided by the Department. Motion by Dr. Whitehouse, seconded by Ms. Stephenson, to accept
the Agenda as revised. Motion Carried.

V. Review of Minutes — May 13, 2005.
Motion by Mr. Wolford, seconded by Ms. Bochenek, to accepted the Minutes as presented.
Motion Carried.
V. Data Overview.
Chairperson Miller and Mr. Nash gave a brief overview of the Open Heart and 2003 Surgical
Services Data. Discussion followed.
Mr. Jim Budzinski, Sparrow Hospital, addressed the Committee briefly at this time and noted that
he believed the report that listed Sparrow Hospital as a hospital required to meet 300 open heart
surgeries was incorrect, and he believed that the Sparrow Hospital program was required to meet
200 heart surgeries annually.
Discussion followed. Mr. Masaki asked that the data be provided in a graph format, instead of a
table format. Mr. Nash and Mr. Masaki will follow up on this request.
VI. Update on Stark, Self-Referral, and Medicaid ASC Issues.
Ms. Rogers provided that the Department has forwarded the issues/questions to the A.G.’s office
and the Medicaid office, but to date has not received a response. She expects to have a reply by
the June 30" Meeting.
VII. Current Volume Requirements — Historical Overview.
Mr. Larry Horwitz, Economic Alliance of Michigan, provided an overview of the thought
process/methodology that was used to develop the volume requirements in the current standards.
Working 5 days per week x 52 weeks = 260 days - 10 holidays = 250 working days per
Days year
FSOF 8 hours per day
30 minutes (skin to skin) + 20 minutes (cleanup and prep) = 50 minutes per case
Hospital 12 hours per day
Throughput = 60% efficiency
Results for Surgical Cases for Hospitals and
FSOFs based on 250 working days per year,
8 hours per day, and 1 case per hour: 250 x 8 = 2000 x .60 = 1200 cases
Results for Surgical Hours based on 250 250 x 12 = 3000 x .60 = 1800 hours for FSOFs
working days per year, 12 hours per day, (hospitals were reduced to 1600 hours which
and 60% efficiency: equates to 54% efficiency, i.e., 1600/3000 = .54)
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VIII.

Discussion followed.

Public Participating in Discussion:
Mr. Mark Mailloux, University of Michigan
Ms. Melissa Cupp, Wiener Associates
Ms. Julie Greene, Grand Valley Surgical Center
Dr. Krishna Sawhney, H.F. Health System
Mr. James Falahee, Bronson Health System

Update Informal Workgroup.

Ms. Kathy Uecker, Chairperson, gave an overview of the progress of the workgroup. It is
estimated that the workgroup will have a complete recommendation at the June 30" Meeting.
The next meeting of the workgroup will be June 16" at 8:30 a.m. at a location to be determined.
Discussion followed.

Public Participating in Discussion:
Mr. Larry Horwitz, Economic Alliance of Michigan
Mr. James Falahee, Bronson Health System
Ms. Julie Greene, Grand Valley Surgical Center
Mr. Charles Carson, Healthcare Midwest ASC
Mr. Terry Gerald, The Detroit Medical Center

Volume Requirements Waiver for Same Ownership Facilities within a Two-Mile Radius.

Mr. James Budzinski, Sparrow Hospital, provided oral and written overview of the issue
(Attachment A). Requesting that the definition of a “replacement OR” be removed and the
addition of a definition for “replacement zone.” Discussion followed.

Public Participating in Discussion:
Ms. Amy Barkholz, MHA
Mr. Larry Horwitz, Economic Alliance of Michigan

Lunch Break from 12:10 p.m. to 12:55 p.m.

X. Rural Adjustment to Volume Requirement.
Ms. Amy Barkholz, gave a brief overview of the rural issue. Representatives from the rural
facilities will be present at the July 12" Meeting for a complete presentation of the rural proposal.
XI. SSSAC List of Issues:
Chairperson Miller updated the list of issues as follows:
e Procedure Rooms — sterile corridor, volumes counted/not counted
e Endo Rooms
e Sterile Corridor issues
e Surgical Procedure — definition, office/OR/procedure room, radiology rooms vs. operating
suite
e Dedicated Trauma/Open Heart Rooms - %2 credit, no volume credit
¢ Renovations of an OR - non-sub review
e Rural Counties - considerations for volumes and timeframes
e Medicaid participation — definition needs further clarification
e Minimally invasive procedures
e Hour requirements for an FSOF
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XII.

XIII.

XIV.

XV.

o Project Delivery Requirements
e Expansion — commitments vs. historical data
e PA 683 — Minimum Design Standards

Mr. Horvath stated that he would ask an Engineer from the Health Facilities Engineering Section
to attend the next meeting to discuss Minimum Design Standards. Dr. Sawhney and Dr.
Whitehouse will work on a recommendation for the issue of project delivery requirements.

Public Participating in Discussion:
Ms. Amy Barkholz, MHA
Dr. Dan Hatton, Bay Medical

Future Meeting Dates.

Thursday, June 30, 2005
Tuesday, July 12, 2005
Wednesday, August 17, 2005
Wednesday, September 21, 2005
Wednesday, October 12, 2005
Thursday, October 20, 2005

Chairperson Miller provided the following items as the tentative agenda items for the June 30"
Meeting:

A.G. Update

Medicaid Update

Information Workgroup Recommendation
Minimum Design Standards

Data Collection Update

Discussion followed.

Public Participating in Discussion:
Ms. Amy Barkholz, MHA
Mr. Larry Horwitz, Economic Alliance of Michigan

Surgical Economics.

Chairperson Miller received a request to have a Committee discussion on the issue of surgical
economics and excess capacity. It was decided that this would be a lunch discussion to include
those interested, not a full Committee discussion.

Public Comment.

Mr. Larry Horwitz, Economic Alliance of Michigan, addressed the Committee.

Adjournment.

Motion by Ms. Stephenson, seconded by Ms. Bochenek, to adjourn the meeting at 1:56 p.m.
Motion Carried.
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June 1, 2005

i Cheryl Miller, Cha.irperson

Surgical Services Standards Advisory Committee
Trinity Health

27870 Cabot Drive

Novi, Michigan 42377-2920

Dear Ms. Miller:

Thank you for this opportunity to explain why a change is needed to the current CON
Review Standards for Surgical Services, relative to the process of "modernizing" old
operating rooms. The current rules which distinguish partial upgrades (e.g.
renovations) as needing to meet no project delivery volume standards but full
upgrades (e.g. replacements) likely needing to meet project delivery volume
requirements creates embedded penalties against older facilities. This definitional
distinction against older facilities places them at an unfair competitive disadvantage,
at a time when competition is increasing.

Thus, as more fully described in a "white paper" attached as Exhibit A, Sparrow
proposes "modernizing" the definitions of a '"replacement OR" and adding an
allowable "replacement zone" to be consistent with other CON Review Standards,
such as Hospital Beds. To effectuate this proposed change, we propose language
changes to the CON Review Standards for Surgical Services, as noted in Exhibit B.

Thank you for this opportunity to provide you with input to this vitally important
matter to our community. If you have any questions or concerns regarding this letter,
please feel free to contact me at (517)-364-5405 or jim.Budzinski @sparrow.org.

Sincerely,

Sparrow Hospital and Health System

attachments
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EXHiRIT A

A WHITE PAPER ON THE NEED TO ESTABLISH A “REPLACEMENT ZONE” V
FOR THE MODERNIZATION OF OPERATING ROOMS UNDER THE CON
REVIEW STANDARDS FOR SURGICAL SERVICES

INTRODUCTION

Sparrow Hospital (“Sparrow’) maintains licensed operating rooms (ORs) on two
campuses (sixteen (16) at its Main campus and six (6) at its St. Lawrence campus)
located within a 2-mile radius of each other. These ORs function as one department
using the same systems, centralized management, medical staff, etc. Supplies and
surgical instrumentation are also shared between campuses.

However, for CON purposes, the two Campus’ are treated as two independent
“sites”. Regarding the ORs on the Main Campus, Sparrow has received a CON approval
to replace four (4) of its older ORs in a new replacement facility. "

However, the six (6) ORs at the St. Lawrence campus are over thirty (30) years
old and in need of substantial “replacement”. The term “replacement” in this context, is
consistent with the definition of “replacement” in the current CON Review Standards For
Surgical Services, as “renovating” these ORs is not possible, as defined in the current
CON Review Standards for Surgical Services, because it is not possible to “modernize”
these St. Lawrence Campus ORs without developing “new space” for new ORs, as
described in more detail below.

Because of these definitions (“replacement™ versus “renovation”), Sparrow is at
an unfair competitive disadvantage caused by the current CON Standards, which requires
“replacement” of ORs to meet volume requirements, versus “renovations” which do not
need to meet volume requirements. It would appear to the untrained eye, that the only
distinction between the two definitions is whether a facility can be “modernized” without
triggering a “replacement” definition. Of course, the older a facility is, the more difficult
it is to meet current standards of care, and stay within the “renovation” definition. In
fact, for some facilities, such as the Sparrow-St. Lawrence campus, it just is not possible
to “modernize” the ORs without causing a “replacement” project.

Thus, Sparrow is recommending a change in the CON Review Standards for
Surgical Services, to make them more consistent with the CON Review Standards for
Hospital Beds, such that “replacement” projects would have:

(a) the same general definition (they already do),

(b) the same distance requirements (create a “replacement zone” similar to the
Bed Review Standards); and,

(c) the same project delivery standards (only replacement projects outside of the
“replacement zone” would need to meet volume requirement, thus the concept
of a “renovated” OR would no longer be necessary).

Surgical Services Standard Advisory Committee (SSSAC) Meeting Draft Minutes
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The room size and design (floor and ceiling space) and current technology
requirements leave the old ORs at the St. Lawrence campus ineffective and inconsistent
with today’s standards for ORs. Current industry OR designs call for 600 square foot
rooms with 10-foot ceilings. Five of the six ORs at the St. Lawrence campus are 429
square foot rooms and the fifth room is 553 square feet. Because of the historical space
allocation at the St. Lawrence campus, the St. Lawrence campus ORs cannot
accommodate the improvement in size needed to modernize these ORs to today’s current
standards, in their current location. i

ANALYSIS

Thus, in order to “modernize” these ORs, at a minimum, “a change in the physical
location” of these ORs would be necessary. This “change in the physical location” or
“development of new space” automatically causes the proposed renovation (which
ordinarily would not require project delivery volume requirements to be met) to
technically become a “replacement”, which means project delivery volume requirements
would need to be met. -

Yet, the St. Lawrence campus six (6) ORs do not meet the volume requirements
because they are not “modern” ORs and they have been at competitive disadvantage for
some time. Arguably, they could be “renovated” some, without changing their location,
but not up to current standards of care, and thus, would continue to show declines in
volume, which effectively, will eventually put this campus’ ORs out of business, all
because of a subtle distinction between the term “renovation” versus “replacement”. (A
distinction, which is not even made in the CON Standards for replacing Hospital Beds.)

Thus, we believe this distinction should be eliminated and that the CON review
standards should eliminate the concept of “renovation” and maintain the concept of
“relocation” and “replacement”, with the caveat that the CON review standards should
include the concept of a “replacement zone”, as discussed below.

In a “modernization” decision making process, once a conclusion would be
reached that in order to “modernize” ORs such as the six (6) ORs of the St. Lawrence
campus, and thus “change their physical location” by “creating new space”, the question
arises as to the most cost effective way to approach such a project. In our situation, the St.
Lawrence ORs could be modernized on the St. Lawrence campus, but our analysis
suggest this would be at a much higher cost than new construction due to constraints of
the current space. Thus, the most cost effective construction cost to “modernize” these six
(6) St. Lawrence ORs would be to consolidate them into new space currently under
construction on the nearby Sparrow Main campus.

From an operating cost perspective, this consolidation into new space currently
being developed on the Sparrow Main campus would also minimize other operating cost
and address other operating issues, such as the shortages in Anesthesiologist and
Certified Registered Nurse Anesthetist (CRNA) that is occurring across the country and
in mid-Michigan. Having a central OR location would be advantageous in recruitment
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3
Z

and retention as well as efficiency of staffing anesthesia personnel. The Anesthesia Care

Team concept (whereby Anesthesiologists medically direct CRNAs, could be
implemented more fully in one site, as well.

Continuation of maintaining ORs on two separate campuses also requires
duplication of some support services and creates complications in scheduling staff and
patients efficiently. Duplication of supplies and equipment are also necessary to assure
that all possible scenarios for patient safety are covered “in case of emergency.” All of
these operating cost issues would be mitigated by this consolidation into a “replacement”
facility within a two-mile “replacement zone”, as is being proposed.

Vo wdlllldlldle Ui bUllb\.«y
“replacement zone” is consistent with the CON Review Standards for Hospltal Beds, and
would only require project delivery volume requirements or “need” to be met, if ‘the
“replacement” is outside of the “replacement zone”. Specifically, the current Michigan
Department of Community Health (MDCH) Certificate of Need Review Standards for
Hospital Beds include the following:

¢ “Replacement zone means a proposed licensed site that is

in the same sub area as the existing licensed site as determined by

the Department in accord with Section 3 of these standards and

on the same site, on a contiguous site, or on a site within 2 miles of

the existing licensed site if the existing licensed site is located in a

county with a population of 200,000 or more, or on a site within 5

miles of the existing licensed site if the existing licensed site is

located in a county with a population of less than 200,000.

It seems at a minimum, inconsistent to allow the “replacement” of entire hospitals
within a “replacement zone” without demonstrating need, only to have ORs replacements
of these same hospitals within the same distance, be held to volume or need standards.

Lastly, it should be noted that in light of today’s competitive levels, few hospitals
would “modernize” their old facilities to the level, which would trigger a “replacement”
definition, as they would likely lose licensed OR capacity. Hence, old facilities are in

effect, destined for a downward spiral of losing volumes, because they cannot fully
modernize or replace themselves without the likely lost of ORs through the CON process.

This does not seem fair.
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EXHIBIT A
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One of the objectives of Michigan’s Certificate of Need process is to “promote
and assure the availability and accessibility of quality health services at a reasonable cost
and within a reasonable geographic proximity for all people of the state.”

Sparrow needs to replace some old ORs currently housed in a less efficient,
location, with new ORs meeting modern standards, in its geographically close, central
location. That central location is within two miles of the current old ORs and under other
CON standards, could be “replaced” without project delivery volume standards being
instituted. We believe that our changes proposed, meet the CON objectives as noted
above, and are consistent with other CON regulations and practices, such as movement of
beds within a “replacement zone”.

Sparrow Hospital has a nearly 110-year tradition and commitment to serve the
Lansing area community by providing modern facilities, technology and care providers
within its resources and in a cost effective manner. Sparrow believes its tradition to be
consistent with the objectives of the CON process. Faced with the antiquated ORs at the
St. Lawrence campus than cannot be “modernized” without triggering a lost of licensed
OR capacity under the current CON Review Standards, Sparrow wishes to replace these
with modern operating rooms on our Main campus that will serve patients and our
community best, in the most cost effective way possible, without incurring a *“regulatory
cost” to this initiative (i.e. the loss of licensed OR capacity).
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MICHIGAN DEPARTMENT OF COMMUNITY HEALTH q

CERTIFICATE OF NEED REVIEW STANDARDS FOR SURGICAL SERVICES

(By authority conferred on the Certificate of Need Commission by Section 22215 of Act No. 368 of the
public Acts of 1978, as amended, and sections 7 and 8 of Act No. 306 of the Public Acts of 1969, as
amended, being sections 333.22215, 24.207, and 24.208 of the Michigan Compiled Laws.)

Section 1. Applicability

Sec. 1. (1) These standards are requirements for approval and delivery of services for all projects
approved and Certificate of Need issued under Part 222 of the Code which involve the initiation,
expansion, replacement relocation, or acquisition of surgical services provided in a surgical facility.

(2) Surgical services provided in a freestanding surgical outpatient facility, an ambulatory surgical
center, or a hospital licensed under Part 215 of the Code performing inpatient or outpatient surgical
services are covered clinical services for purposes of Part 222 of the Code.

(3) A “freestanding surgical outpatient facility” is a health facility for purposes of Part 222 of the
Code.

(4) The Depértment shall use sections 3 4, 5, 6, 7, 8, and 10, as applicable, in applying Section
22225(1) of the Code, being Section 333.22225(1) of the Michigan Complied Laws.

(5) The Department shall use Section 9, as applicable, in applying Section 22225(2)(c) of the
Code, being Section 333.22225(2)(c) of the Michigan Complied Laws.

(6) (a) These standards shall apply to the review of all Certificate of Need applications for surgical
services for which the Director of the Department of Community Health has not made a final decision
under Section 22231(6), being Section 333.22231(6) of the Michigan Compiled Laws, as of the effective
date of these standards.

(b) In the case of an application which has been deemed submitted, but which has not received a
final decision by the Director on the effective date of these standards, an applicant may request, and the
Department shall grant, an extension of up to 60 days to the Director’s decision date established under
Section 22231(6), being Section 333.22231(6) of the Michigan Compiled laws. This period shall be used
for the submission and review of any information which may be necessary to show compliance with these
standards. The Department shall consider this information before a final decision is made.

(c) If a final decision reverses a proposed decision approving the project, the administrative
hearing provisions of Section 22231(8), being Section 333.22231(8) of the Michigan Compiled Laws, shall
apply. If the proposed decision was a denial and an administrative hearing has been held, the Direction
shall permit a rehearing or continuation of the hearing in order to consider information submitted under this
subsection, and shall consider the results of that hearing before a final decision is made.

Section 2. Definitions

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

(a) “Acquisition of a surgical service” means a project involving the issuance of a new license for
a hospital or a freestanding surgical outpatient facility or a new certification as an ambulatory surgical
center as the result of the acquisition (including purchase, lease, donation, or other comparable
arrangement) of an existing surgical service.
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(b) “Ambulatory surgical center” or “ASC” means any distinct entity certified by Medicare as an
ASC under the provisions of Title 42, part 416, that operates exclusively for the purpose of providing
surgical services to patients not requiring hospitalization.

(c) “Burn Care”, for purposes of these standards, means surgical services provided to burn patients
in a licensed hospital site that has been verified as meeting the “Guidelines for Development and Operation
of Burn Centers” issued by the American Burn Association in March 1988, or equivalent standards for a
burn center.

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

(e) “Cystoscopy” means direct visual examination of the urinary tract with a cystoscope.

(f) “Cystoscopy case” means a single visit to an operating room during which one or more
cystoscopic procedures are performed.

(g) “Department” means the Michigan Department of Community Health.

(h) “Emergency Room”, for purposes of Section 6(2)(b) of these standards only, means a
designated area in a licensed hospital and recognized by the Department of Consumer and, Industry
Services as having met the staffing and equipment requirements for the treatment of emergency patients.

(i) “Endoscopy” means visual inspection of any cavity of the body by means of an endoscope.

(G) “Endoscopy case” means a single visit to an operating room during which one of more
endoscopic procedures are performed.

(k) “Existing surgical service" means a surgical facility that, on the date an application is
submitted to the Department, is licensed as part of a licensed hospital site or a freestanding surgical
outpatient facility, or that is certified as an ambulatory surgical center.

(1) “Expand a surgical service” means the addition of one or more operating rooms at an existing
surgical service.

(m) “Freestanding surgical outpatient facility” of FSOF’ means a health facility licensed under
Part 208 or the Code. It does not include a surgical outpatient facility owned by, operated and licensed as a
part of a hospital at a licensed hospital site.

(n) “Hospital” means a health facility licensed under part 215 of the Code.

(o) “Hours of use” means the actual time in hours, and part thereof, an operating room is used to
provide surgical services. It is the time from when a patient enters an operating room until that same
patient leaves that same room. It excludes any pre- or post-operative room set-up or clean-up preparations,
or any time patient spends in pre- or post-operative areas including a recovery room.

(p) “Initiate a surgical service’ means to begin operation of a surgical facility at a site that does not
perform surgical services as of the date an application is submitted to the Department. The term does not
include the relocating of a surgical service or one or more operating rooms meeting the requirements of
Section 7.

(q) “Licensed hospital site’ means either:

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

(i) in the case of a hospital with multiple sites, the location of each separate and distinct inpatient
site as authorized by licensure.

(r) “Offer means to perform surgical services.

(s) “Operating room” or “OR” for purposes of these standards, means a room in a surgical facility
constructed and equipped to perform surgical cases and located on a sterile corridor. The term also
includes a room constructed and equipped to perform surgical cases on a nonsterile corridor if the room is
located in an FSOF of ASC that is used exclusively for endoscopy or cystoscopy cases.

(t) “Operating suite” for purposes of these standards, means an area in a surgical facility that is
dedicated to the provision of surgery. An operating suite includes operating rooms, pre-and post-operative
patient areas, clean and soled utility and linen areas, and other support areas associated with the provision
of surgery.
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(u) “Outpatient surgery” means the provision of surgical services performed in a hospital. FSOF,
or ASC, requiring anesthesia or a period of post-operative observation, or both, to patient swhose
admission to a hospital for an overnight stay is not anticipated as being medically necessary.

(v) “Relocate a surgical service or one or more operating rooms” means changing the geographic
location of an existing surgical facility or one or more operating rooms to a different site within the
relocation zone.

(w) “Relocation zone,” for purposes of these standards, means a site that is within a 10-mile radius
of the site at which an existing surgical service is located if an existing surgical service is locate in a
nonrural county, or a 20-mile radius if an existing surgical service is located in a rural county.

5 o = =
&3(x) _“Replace a surgical service or one or more operating rooms” means the development of

new space (whether through new construction, purchase, lease or similar arrangement) to house one or
more operating rooms currently operating by an applicant at the same site as the operating room(s) to be
replaced. The term does not include the renovation of an existing surgical service or one or more operating
rooms.

(v) “Replacement zone” means a_proposed licensed site that is (i) in the same subarea as the
existine licensed site as determined by the Department in accord with Section 3 of these standards and (i1)
on the same site. on a contiguous site. or on a site within 2 miles of the existing licensed site if the existing
licensed site is located in a county with a population of 200,000 or more. or on a site within 5 miles of the
existing licensed site if the existing licensed site is located in a county with a population of less than
200.000.

(z) “Rural county” means a county not located in a metropolitan area as that term is defined
pursuant to the “Revised standards for defining metropolitan areas in the 1990’s” by the Statistical Policy
Office of the Office of Information and Regulatory Affairs of the United States Office of Management and
Budget, 55 F.R. p. 12154 (March 30, 1990).

(aa) “Sterile corridor,” for purposes of these standards, means an area of a surgical facility
designated primarily for surgical cases and surgical support staff. Access to this corridor is controlled and
the corridor is not used by the general public or personnel of the surgical facility whose primary
workstation is not in the operating suite(s) or whose primary work tasks do not require them to be in the
operating suites(s)of a surgical facility. Examples of personnel who would normally use sterile corridors
include physicians, surgeons, operating room nurses, laboratory or radiology personnel, and central supply
or housekeeping personnel. Other terms commonly used to represent “sterile” in describing access areas
include “restricted”, “controlled,” “limited access,” or “clean”.

(bb) “Surgical case” means a single Visit to an operating room during which one or more surgical
procedures are performed.

(cc)“Surgical facility” means either:

(i)  alicensed freestanding surgical outpatient facility;

(ii) a certified ambulatory surgical center; or

(iii) a licensed hospital site authorized to provide inpatient or outpatient surgery-

(dd) “Surgical service” means performing surgery in a surgical facility.
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(ee) “Trauma care,” for purposes of these standards, means surgical service provided to a trauma
patient in a licensed hospital site that has been verified as meeting the standards of the American College
of Surgeons for a Level I or I trauma center, or equivalent standards.

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

Section 3. Inventory of operating rooms used to perform surgical service; surgical cases, or hours of
use; and evaluating compliance with minimum volume requirements

Sec. 3. (1) The Department shall use the number of operating rooms pursuant to subsection (2)
and the number of surgical cases, or hours of use, as applicable, pursuant to subsection (3) for purposes of
evaluating compliance with the actual and proposed volume requirements set forth in the applicable
sections of these standards.

(2) The number of operating rooms for each type of surgical facility shall be determined as

follows:

(a) In a licensed hospital site, all operating rooms in which surgery is or will be perforrned

excluding:

(1) A delivery room(s) if that room is located in an area of a licensed hospital site designed
primarily for obstetrical services.

(ii) An operating room that is or will be used exclusively for endoscopy or cystoscopy cases.

(ili) An operating room in which a fixed lithotripter is or will be located and utilized. A mobile
lithotripter shall not be considered as an operating room.

(iv) An operating room that is or will be used exclusively to provide surgical services to patients
requiring burn care or trauma care, as those terms are defined in these standards. No more than 1 burn care
and 1 trauma care operating room shall be excluded pursuant to this subdivision.

(v) An operating room that is or will be used, though not exclusively, to provide surgical services
to patients requiring burn care or trauma care, as those terms are defined in these standards. No more than
0.5 burn care and 0.5 trauma care operating rooms shall be excluded pursuant to this subdivision.

(b) In an FSOF or ASC that is or will be used exclusively for endoscopy or cystoscopy cases, all
rooms in which endoscopy or cystoscopy cases are or will be performed.

(¢) In an FSOF or ASC that is not or will not be used exclusively for endoscopy or cystoscopy
cases, all operating rooms in which surgery is or will be performed, excluding any operating rooms used
exclusively for endoscopy or cystoscopy cases.

(3) The number of surgical cases, or hours of use, shall be determined as follows:

(a) In a licensed hospital site, all surgical cases, or hours of use, performed in operating rooms,
including surgical cases, or hours of use, performed in a an operating room identified in subsection
(2)(a)(v), but excluding the surgical cases, or hours of use, performed in operating rooms identified in
subsection (2)(a)(i), (ii), and (iv).

(b) In an FSOF or ASC that is or will be used exclusively for endoscopy or cystoscopy cases, all
endoscopy or cystoscopy cases, or hours of use, performed in the operating rooms identified in subsection
(2)(®).

(c) In an FSOF or ASC that is not or will not be used exclusively for endoscopy or cystoscopy
cases, all surgical cases, or hours of use, performed in the operating rooms identified in subsection (2)(c).
Cases, or hours of use, performed in any operating room used exclusively for endoscopy or cystoscopy
cases, shall be excluded.
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Section 4. Requirements for approval for applicants proposing to initiate a surgical service

Sec. 4 (1) An applicant proposing to initiate a surgical service shall demonstrate that each
proposed operating room shall perform an average of at least 1,2006 surgical cases per year per operating
room in the second 12 months of operation, and annually thereafter.

(2) Subsection (1) shall not apply if the proposed project involves the initiation of a surgical
service with 1 or 2 operating rooms at a licensed hospital site located in a rural county that does not offer
surgical services as of the date an application is submitted to the Department.

(3) If the number of surgical cases projected under subsection (1) includes surgical cases
performed at an existing surgical facility(s), an applicant shall demonstrate that it meets the requirements
of Section 10(2). -

Section 5. Requirements for approval for surgical services proposing to expand an existing surgical
service

Sec. 5. (1) An applicant proposing to add one or more operating rooms at an existing surgical
service shall demonstrate each of the following: '

(a) all existing operating rooms in the existing surgical facility have performed an average of at
least:

(i) 1,200 surgical cases or

(i1) in a hospital, 1,600 hours of use or in an FSOF or ASC, 1,800 hours of use per year per
operating room for the most recent 12-month period for which verifiable data is available to the
Department

(b) All operating rooms, existing and proposed, are projected to perform an average of at least:

(i) 1,200 surgical cases or

(i) in an hospital, 1,600 hours of use or in a FSOF or ASC, 1,800 hours of use per year per
operating room in the second twelve month of operating, and annually thereafter.

(2) Subsection (1) shall not apply if the proposed project involves adding a second operating room
in a licensed hospital site located in a rural county that currently has only one operating room

(3) If the number of surgical cases, or hours of use, projected under subsection (1) includes
surgical cases, or hours of use, performed at an existing surgical facility(s), an applicant shall demonstrate
that it meets the requirements of Section 10(2).

Section 6. Requirements for approval for facilities proposing to replace a surgical service or one or
more operating rooms

Sec. 6. (1)

(=]
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involves the development of a new licensed site. an applicant proposing to replace a surgical service or one
or_more cperating rooms _in_the replacement zone shall demonstrate that the new operating rooms are
necessary 1o provide surgical services and operating rooms consistent with the current standard of care.

(2) In order to be approved. the applicant shall proposed to (1) replace an equal or lesser number of
operating rooms currently licensed to the applicant at the licensed site at which the proposed replacement
bedsoperating rooms are located, and (ii) that the proposed new licensed site is in the replacement zone.

(3) An applicant proposing replacement operating rooms in_the replacement zone shall not be
required to be in compliance with Section 4 or 5 if the application meets all other applicable CON review
standards and asrees and assures to comply with all other applicable project delivery requirements under
Section 9.

Section 7. Requirements for approval for applicants proposing to relocate a surgical service or one
or more operating rooms

Sec. 7. An applicant proposing to relocate a surgical service or one or more operating rooms shall
demonstrate each of the following, as applicable:

(1) The proposed relocation will not result in an increase in the total number of operating rooms
operated by an applicant at the existing and proposed sites unless an applicant can demonstrate compliance
with the applicable requirements of Section 5.

(2) The proposed new site is located within the relocation zone.

(3) All existing operating rooms in the surgical facility to be relocated have performed an average
of at least:

(a) 1,200 surgical cases or

(b) in a hospital, 1,600 hours of use, or in an FSOF or ASC, 1,800 hours of use per year per
operating room for the most recent 12-month period for which verifiable data is available to the
Department.

(4) All operating rooms, existing and proposed, are projected to perform an average of at Jeast:

(a) 1,200 surgical cases or

(b) in a hospital, 1,600 hours of use, or in an FSOF or ASC, 1,800 hours of use per year per
operating room in the second twelve months of operation, and annually thereafter.

(5) If the number of surgical cases projected under subsection (4) includes surgical cases, or hours
of use, performed at an existing surgical facility(s), an applicant shall demonstrate that it meets the
requirements of Section 10(2).
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Section 8. Requirements for approval for applicants proposing to acquire an existing surgical
service

Sec. 8. An applicant proposing to acquire an existing surgical service shall demonstrate each of the
following, as applicable:

(1) The acquisition will not result in an increase in the number of operating rooms at the surgical
service to be acquired unless an applicant can demonstrate compliance with the applicable requirements of
Section 5. '

(2) The location of the surgical service does not change as a result of the acquisition unless an
applicant can demonstrate compliance with the applicable requirements of Section 7.

(3) An applicant agrees and assures to comply with all applicable project delivery requirements.

(4) For the first application for proposed acquisition of an existing surgical service, for which a
final decision has not been issued, on or after January 27, 1996, an existing surgical service to be acquired
shall not be required to be in compliance with the volume requirements applicable to the seller/lessor on
the date the acquisition occurs. The surgical service shall be operating at the applicable volume
requirements in the second 12 months after the effective date of the acquisition, and annually thereafter.

(5) For any application for proposed acquisition of an existing surgical service except the first
application, for which a final decision has not been issued, after the effective date of these standards, an
applicant shall be required to document compliance with the volume requirements applicable to the
existing surgical service on the date an application is submitted to the Department.

(6) Subsection (5) 'shall not apply if the proposed project involves the acquisition of both of the
operating rooms of an existing surgical service of a hospital if the hospital from which the service been
acquired is: (a) located in a nonrural county, (b) has an emergency room at the same licensed hospital site
as the operating rooms, (c) has exactly two operating rooms, and (d) has performed at lest 1,200 surgical
cases or at least 1,600 hours of use per year for the most recent 12-month period for which verifiable date
is available to the department. The operating rooms acquired under this subsection must remain part of a
surgical service of a licensed hospital.

Section 9. Project delivery requirements — terms of approval for all applicants

Sec. 9. (1) An applicant shall agree that, if approved, the project shall be delivered in compliance
with the following terms of Certificate of Need approval:

(a) Compliance with these standards.

(b) Compliance with applicable operating standards

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

(i) The approved services an/or operating rooms shall be operating at the applicable required
volumes within the time periods specified in these standards, and annually thereafter.

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

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

(B) Provide surgical services to any individual based on the clinical indications of need for the
service

(C) Maintain information by payer and non-paying sources to indicate the volume of care from
each source provided annually.
Compliance with selective contracting requirements shall not be construed as a violation of this term.
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(iii) An applicant shall participate in a data collection network established and administered by the
Department. The data may include, but is not limited to, hours of sue of operating rooms, annual budget
and cost information, operating schedules, and demographic, diagnostic, morbidity and mortality
information, as well as the volume of care provided to patients from all payer sources. An applicant shall
provide the required data on a separate basis for each licensed or certified site, in a format established by
the department, and in a mutually agreed upon medical. The Department may elect to verify the data
through on-site review of appropriate records.

(iv) Within 10 days after initiation of the service, an applicant shall provide the Department with
a notice stating the first date on which the approved services was initiated.

(d) Compliance with the following quality assurance standards, as applicable:

(i) Surgical facilities shall have established polices for the selection of patients and delineate
procedures which may be performed in that particular facility.

(ii) Surgical facilities shall have provisions for handling all types of in-house emergencies,
including cardiopulmonary resuscitation.

(111) Surgical facilities performing outpatient surgery shall have policies which allow for
hospitalization of patients when necessary. All surgeons who perform surgery within the facility shall have
evidence of admitting privileges or of written arrangement with other physicians for patient admissions at a
local hospital. The surgical facility shall have an established procedure, including a transfer agreement,
that provides for the immediate transfer of a patient requiring emergency care beyond the capabilities of
the surgical facility to a hospital that is capable of providing the necessary inpatient services and is located
within 30 minutes of the surgical facility. If no hospital is located within 30 minutes of the surgical
facility, an applicant shall have a transfer agreement with the nearest hospital having such capability.

(iv) An applicant shall have written policies and procedures regarding the administration of a
surgical facility.

(v)  An applicant shall have written position descriptions which include minimum educat:on,
licensing, or certification requirements for all personnel employed at the surgical facility.

(vi) An applicant shall have a process for credentialing individuals authorized to perform surgery
or provide anesthesia services at a surgical facility. An applicant’s credentialing process shall insure that
the selection and appointment of individuals to the staff of a surgical facility does not discriminate on the
basis of licensure, registration, or professional education as doctors of medicine, osteopathic medicine and
surgery, podiatric medicine and surgery, or dentistry.

(vii) An applicant shall provide laboratory, diagnostic imaging, pathology and pharmacy
(including biological) services, either on-site or through contractual arrangements.

(viii) An applicant shall have written policies and procedures for advising patients of their rights.

(ix) An applicant shall develop and maintain a system for the collection, storage, and use of
patient records.

(x)  Surgical facilities shall have separate patient recovery and non-patient waiting areas.

(xi) Surgical facilities shall provide a functionally safe and sanitary environment for patients,
personnel and the public. Each facility shall incorporate a safety management program to maintain a
physical environment free of hazards and to reduce the risk of human injury.

(e) For purposes of evaluating subsection (d), the Department shall consider it prima facie
evidence as to compliance with the applicable requirements if an applicant surgical facility is accredited by
the Joint Commission on the Accreditation of Healthcare Organizations, the American Hospital
Association, or the Accreditation Association for Ambulatory Health Care, or certified by Medicare as an
ambulatory surgical center.

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

(3) The agreements and assurances required by this section shall be in the form of a certification
authorized by the governing body of the applicant or its authorized agent.
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Section 10. Documentation of projections

Sec. 10 (1) An applicant required to project volumes of service under the applicable sections of
these standards shall specify how the volume projections were developed. This specification of projections
shall include a description of the data sources(s) used, assessment of the accuracy of these data, and the
statistical method used to make the projections. Based on this documentation, the Department shall
determine if the projections are reasonable.

(2) If a projected number of surgical cases, or hours of use, includes surgical cases, or hours of
use, performed at an existing surgical facility(s), an applicant shall demonstrate, with documentation
satisfactory to the Department, that the utilization of the existing surgical facility(s) is in compliance with
the volume requirements applicable to that facility, and will be in compliance with the volume
requirements applicable to that facility subsequent to the initiation, expansion, or relocating of the surgical
services proposed by an applicant. In demonstrating compliance with the subsection, an applicant shall
provide each of the following:

(a) The name of each physician that performed surgical cases to be transferred to the applicant
surgical facility.

(b) The number of surgical cases each physician, identified in subdivision (a), performed
during the most recent 12- month period for which verifiable data is available. '

(c) The location(s) at which the surgical cases to be transferred were performed, including
evidence that the existing location and the proposed location are within 20 miles of each other.
(d) A written commitment from each physician, identified in subdivision (a), that he or she

will perform at least the volume of surgical cases to be transferred to the applicant surgical facility for no
less than 3 years subsequent to the initiation, expansion, or relocation of the surgical service proposed by
an applicant.

(e) The number of surgical cases performed, at the existing surgical facility from which
surgical cases will be transferred, during the most recent 12-month period prior to the date an application is
submitted to the Department for which verifiable annual survey data is available.

(3) An applicant, other than an applicant proposing to initiate a surgical service may utilize hours
of use in documenting compliance with the applicable sections of these standards, if an applicant provides

documentation, satisfactory to the Department, from the surgical facility from which the hours of use are
being transferred.

Section 11. Effect on prior Certificate of Need review standards; comparative reviews

Sec. 11 (1) These Certificate of Need review standards supercede and replace the Certificate of
Need Review Standards for Surgical Facilities approved by the Certificate of Need Commission on
December 12, 1995 and effective on January 27, 1996.

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