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Lansi ng, M chi gan

Thursday, March 13, 2025 - 9:30 a. m

MR FALAHEE. Good norning, everybody. Thank you.
Wel come. This is our first meeting of three that we didn't
have to either cancel or drive through a blizzard to get
here. So it was nice just having darkness or sunlight
dependi ng on how early you got up here.

Good nmorning. Let's call the nmeeting to order.
The first itemon the agenda is the review of the agenda.
So we've got a final agenda in front of us, and | woul d
wel conme or entertain a notion to accept that final agenda as
present ed.

MR VELEZ: Commi ssioner Velez here. | would |ike
to make a notion to approve the agenda for today's neeting.

MR FALAHEE: Thank you. |Is there support?

DR FERGUSON: Ferguson. Second.

MR, FALAHEE: Thank you. Got a notion on the
floor. Al in favor say aye.

ALL: Aye.

MR FALAHEE: Opposed? Thank you very mnuch.

(Wher eupon notion passed at 9:31 a.m)

MR, FALAHEE: Next is declaration of conflicts of
interest. As always, if there's sonething on the agenda
that we just approved that you think poses a potential

conflict of interest for you, nowis the time to disclose
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that. Hearing none, we'll nove forward. The next itemis a
review of the mnutes of our snowy neeting on January 23.

As usual, the mnutes are put together very well. And if
you really want to get into the details, you can read the
transcript of all those meetings as well. Marcy does so
well. But | would entertain a notion to approve the mnutes
of January 23, please.

MR DRAKE: Commi ssioner Drake, notion to approve.

MR VELEZ: Seconded.

MR FALAHEE: Thank you very nuch. Any
di scussion? Al in favor say aye.

ALL:  Aye.

MR FALAHEE. (pposed? Geat. Thank you very
much.

(Wher eupon notion passed at 9:32 a.m)

MR FALAHEE: Well, we, we have three itens to
come to the Commi ssion today in terns of CON standards and
the first of those, Cardiac Catheterization Services, the
final report. Dr. Madder --

MR CONNCLLY: Can | make a qui ck announcenent
before we start?

MR FALAHEE: | think so. Go ahead.

MR, CONNCLLY: Just wanted to |let everybody know.
The Departnent would |ike to announce that Renee Turner-

Bai l ey has resigned fromthe Commssion. W would like to
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thank her for her years of service and w sh her success on
her future endeavors. W just wanted to make everybody
aware that she's not present right now

MR FALAHEE: Thanks, Marcus. And that was in ny

notes and | blew right through them So thank you very

much.

MR. CONNCLLY: No problem

MR, FALAHEE: So the first item Cardiac Cath
Services. I'Il turnit to the Departnent. And | know that
Dr. Madder is online. | heard his voice earlier when he was
signingin. So I'll go to the Department first and then
we'll go to Dr. Madder and I'll congratul ate hi mwhen we get

to that point.

MR EASTER. Al right. The report will be given
by the Cardiac Cath chair Dr. Madder who is available via
Zoom A copy of the report can be located in everyone's
binder. Al reconmended | anguage in front of the Conm ssion
reached a consensus. The Departnent is including the
technical edit across all standards that requires a
notification to the Department no later than 30 days for the
pl anned decrease or discontinuation of the CON service. An
extra nmeeting was added to finalize the [anguage. This was
still wthin the six-month tine frame required by the
bylaws. W have -- and if Dr. Madder wants to go into the

report now and then we have public comrent that can follow
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af t erwar ds.

MR. FALAHEE: That would be great. And is Dr.
Madder going to be up on the screen here once Tiffani clicks
the right buttons?

DR RYAN MADDER: Yeah. Hey, guys. Can you hear
me okay?

MR FALAHEE. There you go. There you go. Dr.
Madder, Ryan, thanks again for willing -- time nunber two to
head up the SAC. So we really appreciate it, the Conm ssion
appreciates it. Thanks, again, for all your time and effort
on this.

DR RYAN MADDER: Sure. And | will say |I'm having
a hard tine hearing what's being stated in the room So |
don't, | don't know where the m crophone is there, but
perhaps if there are any questions, you could have whoever
Is sitting in front of the m crophone repeat the question so
| can hear them

MR FALAHEE: Ckay. We will do that. Thank you.
You -- go ahead and present your report then.

DR RYAN MADDER: Yeah, sure. So I'll -- as you
guys know, we met seven tines as, as the nost recent SAC for
Cardiac Cath and, you know, the last meeting we had was
Novenber 21st of 2024. W then submtted the reports
thereafter. But I'll go through each of the, the seven

charges and I'Il, 1'll take a break after each one if that's
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okay just so that | can answer any questions that, that
m ght cone up.

But charge 1 was to review the CON current
standards and to make sure that they aligned with societal
recommendati ons and what CMS reconmends what we' || pay for
regardi ng, you know, procedures particularly in, in FSOFs.
And so we formed a subconmttee to ook at the CMS rules as
wel | as the societal guidelines by SCAI which is the Society
of Cardiac Angi ography and Interventions.

And so the first thing we | ooked at were, were
myo-, nyocardial biopsies. And so our reconmendation is
that these only be perfornmed in hospitals with open heart
surgery onsite. The exception to that is if the patient has
had a previous heart transplant and in that instance
patients we felt would be, it would be acceptable and safe
for those patients to have biopsies perforned either in
hospitals or FSOFs with el ective PCl prograns.

The second thing we | ooked at for charge 1 was,
was Cardi oMEMS device which is a inplantable device in the
pul nonary arteries to nonitor pressures. And we are
recomendi ng that those only be perforned in hospitals with
open heart surgery onsite only because the perforation when
t hey happen, although they're rare, can be very challenging
to manage.

The third thing we |ooked at was a coronary
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atherectony. And we are reconmendi ng that coronary
atherectony can be perforned in hospitals wthout open heart
surgery onsite that also have elective PCl prograns. And as
a safety neasure to allow ng that, we're recommendi ng that

t he physician performng atherectony in such an institution
has at |east three years and 50 atherectom es that they've
done post-fellowship, and that they performat |east 10
atherectom es per year. So we think that's a safety net to
ensure that the adequate |evel of experience is, is present
to do those in a facility without surgery onsite.

W' re recommendi ng to update the definition of
cardiac inplantable electric devices to allow pacenaker and
| CD extractions, relocations and revisions in FSOFs and
hospitals with diagnostic cardiac cath approval except for
procedures involving |leads greater than 12 nonths ol d which
are restricted only to hospitals with onsite surgery.

We wanted to clarify that |eadl ess pacemaker
procedures are only allowed in hospitals with elective PCl
progranms or, or that have onsite surgery, but that these
shoul d not be perforned in FSOFs.

And then we updated the standards or reconmendi ng
to update the standards to allow right-sided ablations wth
the exception of ventricular tachycardia in FSOF-based cath
| abs and this is based off of a societal recomendation as

wel | as data showi ng that these are safe to be performed,
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you know, in that setting. But just of note, CM5 has not
yet approved right-sided ablations, although there was
general consensus in the SACthat thisis, thisis
forthcom ng.

And then we recomended to update the standards to
allow | eft-sided ablation procedures in hospital-based
el ective PCl prograns, and we put sone procedural volune
requirenents in place that they have at |east performed 10
right-sided ablations in the prior 12 nonths, and that the
physi cians performng the ablations have at |east two years
of experience post-fellowship and have performed a total of
at least 150 left-sided ablations post-fellowship and that
they' re Board Certified in el ectrophysiology. And then
there's a stipulation that we're reconmmendi ng, these
physi cians nmust also performat |east 50 |eft-sided
abl ations per year. And then we wanted to clarify that
ventric-, ventricular tachycardia ablations can only be
performed in hospitals with a surgery onsite. And, again,
that's based off of safety concerns.

So I'"Il stop there, but I think these
recommendations again would, if, if put forward by the, the
CON Commi ssion to update the standards, | think would, you
know, allow us to align with CVM5 as well as with current
prof essi onal society recomendations.

MR. FALAHEE: Geat. Thanks. This is Fal ahee.
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Any questions fromthe conm ssioners? Comm Ssioner
Fer guson?

DR FERGUSON. H. |It's Eric Ferguson here.
Thanks for all your hard work on this. That's a |ot of
great detail which is fabul ous because that's what we're --

DR RYAN MADDER: And Tiffani or Justin, is the
roomstill there?

MR FALAHEE: Hang on, Dr. Madder. W're trying
to make sone audi o adjustnents here. Can you hear ne okay?

M5. STANTON: Can you hear us okay?

DR RYAN MADDER: | can hear you. | wouldn't say
It's okay.

DR FERGUSON: Al right. 1"Il, I'lIl try again.
Can you hear ne?

DR RYAN MADDER: That's a little bit better

DR FERGUSON. It's Conm ssioner Ferguson. Thank
you for your hard work on this. Wre any of these
controversial or were these all consensus or near consensus?

M5. QU DO ALLEN:. Chip, can you repeat it? He
hears you.

MR FALAHEE: Yeah. Let ne repeat the question.
think -- this is Falahee again. | think you can hear ne.
We're trying to get the audio worked. The question was from
Commi ssi oner Ferguson on these first sets of

recomendations, were they controversial at or, or were they
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consensus or al nost consensus?

M5. STANTON:  Can you hear us better? Can you
hear anything? Dr. Madder?

MR EASTER. Dr. Madder, can you hear nme?

DR RYAN MADDER: | can hear you, Justin.

MR EASTER  (kay.

DR RYAN MADDER: That's much better.

MR FALAHEE: (o repeat. Go ahead and repeat.
MR EASTER. (kay. Can you say that again?

DR RYAN MADDER  That's nuch better. There's a

little bit of an echo, but the volume is so nuch better.

DR FERGUSON: Were, were any of these
controversial or were they all consensus or near consensus?

MR EASTER. Wre any of these controversial or
di d each of these, all consensus?

DR RYAN MADDER: Yeah. | don't remenber what the
split on the vote was for this. M general recollection
were that none of these were, were controversial. That we
had, you know, a general agreenment on alnost all of the
charges maybe except sone of the conversations about things
taking place in, in the UP.

DR FERGUSON: Perfect. Thank you.

MR. EASTER.  Thank you

DR RYAN MADDER: Are there, are there any other

questions on charge 1?
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MR FALAHEE: | don't think so, so nove ahead to
charge 2.

DR RYAN MADDER: Justin, was that go ahead to
charge 2?

MR EASTER  Yes.

DR RYAN MADDER: (kay. So charge 2 was to
consi der whether it's appropriate to, to nmodify the
definition of diagnostic Cardiac Catheterization Services in
order to allow pernmanent pacenmaker and I CD inplantation
procedures to be perforned in anmbulatory surgical centers to
align wwith CMS. And we're recomendi ng that, yes, we, we
modi fy the definitions of, of cardiac cath procedure and
di agnostic cardiac catheterization procedures to nmake it
clear that all inplantable devices, you know, as, you know
according to the stuff we tal ked about in charge 1, would be
allowed to be performed in ORs at both hospitals and FSOFs.
And so that was just, | think, cleanup that, that
definition. Are there any questions about, about that?

MR FALAHEE: Any questions fromthe
Conm ssioners? So Justin --

MR EASTER: No questions.

DR RYAN MADDER. Geat. Charge 3 was to review
the current standards and determ ne whether cardiac cath
procedures can be performed safely and in which settings and

under what conditions or requirenments based on societal and
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federal guidelines. W really felt that this third charge
was, you know, very simlar to charge 1 and so all of the
recommendations that the SAC made for charge 1 also apply to
charge 3. So we don't have anything additional to add for,
for charge 3. Are there any questions about that?

MR FALAHEE: No. (o ahead, Justin.

MR. EASTER Go to 4 please.

DR RYAN MADDER: Sure. So charge 4 is to

consi der whether revisions to the standards are appropriate
to allow certain cardiac cath procedures to be performed in
hospitals without onsite open heart surgery and under what
conditions and requirements. And, and we felt also that
most of the recommendations here would fall under the sane
things that we recormended in charge 1. There was one
exception to this and this was that,

"The SAC is recommendi ng del etion of Section
4(1)(m(iii) which renoves a limtation on the
initiation of new hospital-based el ective PCl prograns
unl ess the applicant can denonstrate that there are no
other existing PCl prograns within 60 mles of the
applicant site."

There, there was quite a bit of discussion, |

think, about this point. Nobody on the SAC really had I
t hink any understanding of, of where this initial 60-mle

radius came from W suspect that it was added probably
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more than a decade ago to, to make sure that we don't delete
out or, excuse me, thin out PCl volumes at existing centers.
| think there was general belief that with the opening of
FSOFs to allow elective PCls at FSOFs that this 60-mle
radi us beconmes somewhat, has becone somewhat obsolete. And
so there was a vote and the vote was to recommend renovi ng
the 60-mle radius.

The other thing is | think there was a very good
clinical case nade for, for, you know, how this inpacts
patients in its current state. There are hospitals
currently performng primary PCl within the state of
Mchigan and in the setting of primary PCl, it's becone best
practice to open up any non-, non-culprit |esions, nmeaning
| esions that did not cause the heart attack but which are
severe. Those are generally opened up either in the sane
procedure or in the same hospital stay because it reduces
the risk of subsequent nortality and, and heart attack. And
for pat- -- for places that are currently only doing
el ective PCl, those patients are having to be transferred --
excuse me, that are only doing primary PCl, those patients
are having to be transferred for those elective procedures
in order to reduce their risk of, of nortality and future
heart attack. And, and we felt that that was a limtation
for patients in those comunities. And so the

recommendation was to elimnate this 60-mle radius. Are
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t here any questions about that?

MR. EASTER. One question.

DR FERGUSON: It's Conm ssioner Ferguson again.
| want to make sure | understand the rules. Am|l correct in
understanding that a hospital can't open a programw thin 60
mles under the current rules, but an FSOF coul d?

MR. EASTER So can a hospital that can open --
say that one nore tine. |'msorry.

DR FERGUSON: If | understand correctly under the
current rules, the 60-mle rules, a hospital could not open
a new program but if they were an FSOF within 60 mles,
they could? Is that --

DR RYAN MADDER: Yeah, | think | understood the
question. So FSOFs actually have a requirenent to be within
a certain radius of an existing hospital as a safety neasure
and we put that in the, the last SAC cycle during the
pandem c. And, and that was to ensure that if a
conplication arose at an FSOF, that that patient could be
efficiently transferred to a hospital that coul d manage that
complication and so that, that again was a safety
requirenent. So, yes, an FSOF can open up within a 60-mle
radius of, of a hospital. |In fact, has to have, | think, a
tighter radius than that for, for opening up an, an FSOF.
don't -- did that answer the question?

DR FERGUSON: Yeah, it does. Thank you. And
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then with respect to the 60 mles, was there any, is there
any appropriate limt or is -- thisis really difficult.
This is extraordinarily hard to have a neani ngful con- --

MR FALAHEE: Could we -- would it possible if we
took a short break to figure this out? Because it, it's not
going to function well. Because it worked well when we had
Prof essor Del amater.

M5. STANTON: It's the same settings. Doctor --
Dr. Madder, can you hear us at all? Can you --

DR RYAN MADDER: | can hear you fine. There's a
little bit of an echo, but when | nute ny audio it's, it's a
little better.

M5. STANTON: Is it -- can you hear us now?

DR RYAN MADDER: | can hear you now fine.

M5. STANTON: (Ckay. Dr. Ferguson, can you try
speaki ng?
FERGUSON: So --
NAGEL: Can he speak wi thout the m crophone?
EASTER  Sorry. | wll nute.
FERGUSON: Try that w thout the m crophone.
STANTON: There. No, go ahead. You can turn

> B D 5 3

your mc on. Sorry. Can you --
DR FERGUSON. Do you want the mc on or off?
M5. STANTON:  Yeah, it was -- it was Justin's

speaker.
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2

FERGUSON:  How s that?

STANTON:  Can you hear hinf

FALAHEE: Better.

FERGUSON:  All right.

STANTON:  Dr. Madder, can you hear Dr.

» B 3 B

Fer guson?

DR RYAN MADDER: | can hear hi mnuch better and
the echo is gone.

DR FERGUSON: Geat. So going from60 mles to
zero mles is a big change. |'mnot necessarily opposed to
it. Was there any consideration -- is there any appropriate
restrictive mle limt to neet the overall desire to the
state and the CON to provide appropriate services but not
spread too thin, et cetera, et cetera. O is the right
answer truly zero limt?

DR RYAN MADDER: And |, ny own opinion about this
Is that |'mnot sure there, there is a right answer. You
know, the nore programs that we open up, you know, that wl|
dilute out elective PCl volunmes. There's, there's no
question about that. W are not recomendi ng any changes at
| east outside of rural settings to the nunber of PCls that
have to be performed per year in order to, to keep a program
open. And so our hope is that, yes, although this could
dilute out, you know, PCl volumes, that nmost progranms wl |

not fall below that, that 200 PCl threshold per year, again,
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outside of rural settings where, where, you know, this woul d
become a safety concern

DR FERGUSON: Thank you

DR RYAN MADDER: But | think, | think it is, you
know, one of those things -- and, again, this was not
sonething fromthe SAC, but just my own opinion that, you
know, if this change is accepted, that it's something that
could be tracked and, you know, |ooked at again at the next
cycle to see, see the inpact that this has had on, on PCl
vol unes across the state.

MR. DRAKE: This is Comm ssioner Drake. Question
for youu So in the 60-mle radius |, | go to access. So
were there discussions during the SAC that the current 60-
mle radius was prohibiting access or what really drove the
need to touch that? Wat problemwere we trying to solve by
renmoving the 60-mle radius?

DR RYAN MADDER: Yeah. Geat question. And, and
| think ny understanding of this fromthose that were very
much in favor of this had to get back to this exanple of
patients with, with STEM, so primary PCl. And so there are
prograns that have, primary PCl prograns that have opened
that are currently functional doing, you know, a good vol ume
of primary PCls per year. And if you go back ten years ago,
you know, the current best practice pattern in the United

States was that you would only fix with PCl the cul prit
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| esion that caused the heart attack. Based on, you know, a,
a dozen or nore random zed control trials that have cone out
in the past ten years, we now recognize that the thing that
IS best for patients when they cone in and need a prinmary
PCl, is that we also do elective PCls either in the same
procedure or during that hospital stay to fix non-culprit
| esions that, that are severe and, and that by doing so we
can reduce patients' risk of nortality and subsequent heart
attack. And so right now those primary PCl prograns that
only have primary PCl are having to transfer a subset of
their patients who need additional work done and that
creates challenges, | think, for that patient as well as
for, for the patient's famlies and the patients in that
community that they can't get all of that work done at the
hospital that they initially present to.

MR DRAKE: So to take that further then, so
understand the issue we're trying to solve. WAs there
di scussion of solving that by giving the prinmary centers
more if they've got the patient, why couldn't they --
what -- did you | ook at giving those centers the opportunity
to do the additional work during the hospitalization or
doing nmore during their procedure?

DR RYAN MADDER: Yeah. We did not tal k about
creating, you know, a special set of circunmstances for, for

those patients to do, you know, to have elective PCl's done
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in that, that same hospital setting. And, and | think one
of the concerns at least that | would have woul d be that,
you know, we know that when elective PCl numbers -- or PCl
nunbers at any given institution fall bel ow 200 per year
that that can inpact safety for patients. And so there's,
there's a balance there | think that if you do make that
exception for those hospitals to do it, I think you probably
want to put something in place to ensure that their PC

vol umes renain, remain adequate.

MR DRAKE: That concludes ny questions. 'l
reserve nore nmaybe depending on, on the public comrent.

MR FALAHEE: (kay. Thanks, Conm ssioner Drake.

MS. GUI DO ALLEN. Quido-Allen. Can the Departnent
wei gh in on what they think about the deletion of the
60-mle radius and tell us what, what was the prem se behind
the 60-mle if, if anybody renenbers?

M5. BHATTACHARYA: Thank you. This is Tulika. If
| can -- before | answer the direct question. So | want to
say that we are maybe tal king about two different things.

So when there is a PCl programwhere they're in a hospita

or FSOF without onsite open heart surgery, that facility
needs to have a witten agreement with an open heart surgery
hospital within a 30-mnute's travel tine for FSOF/ ASC and
for hospitals within a 60-mnute's travel time. That is

still there. This change is not affecting that. What this

@ ESQUIRE 800.211.DEPO (3376)

DEROSITION SOLUTIONS EsquireSolutions.com



© o0 ~N o o B~ wWw DN

N I N N N N T e e i e o
g N W N P O © O N O U M W N P O

MEETING March 13, 2025
CERTIFICATE OF NEED COMMISSION 23

| anguage was doing in the current standard is this. So if
you are a primary PCl hospital and you want to start
offering elective PCl service, you'll have to neet all of
the requirenents, plus you have to show that they are no
other PCl prograns within 60 whatever mnutes/mle of you.
So this change is elimnating that provision in the
standard. And if you think of the entire state as a whol e,
there are, according to the 2023 annual survey, there are 15
el ective PCl programand only two primary PCl prograns at
two hospitals. So this change will allow those two
hospitals if they neet all other requirements to start
offering elective PCl services. And also, when an FSOF/ ASC
wants to start offering diagnostic cath and elective PCl
service, there is no mle radius or additional requirenents
for themto show we have nobody within, you know, 60 m nutes
or 60 mle radius.

So, Conmi ssioner Guido-Allen, did | answer your
question?

MS. QU DO ALLEN:  You did. And all of that,
t hough, when they fill out their annual surveys, woul d have
to meet the m ninumvol ume requirements; correct?

MS. BHATTACHARYA: Yeah. Wthin two years of
starting to offer their services.

MS. GUI DO-ALLEN.  Thank you.

MR FALAHEE: Thanks, Tulika. And | think we can
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then, with no nore questions, nove on to the next charge.
Thanks, Dr. Madder.

DR. RYAN MADDER: Yeah. No, thank you to Tulika
for always making it easier to understand for everybody.
Yeah, thank you.

Yeah. So charge 5 was considering provisions to
I ncl ude access to cardiac cath services in rural areas,
including initiation requirenents for elective PCl. And so
we, we forned -- the SAC did forma subcommttee to review
Issues within rural areas in the state and the SACis
recomrending the follow ng four things. The first is that
we nodify cardiac cath mai ntenance vol umes for hospitals
| ocated in either rural or mcropolitan areas to nmeasure
total cardiac cath volunmes instead of splitting out
di agnosti c.

The second is to reduce PCl vol unme requiremnments
for hospitals located in rural or mcropolitan areas to --
from 200 which is the current standard to, to 100 procedures
per year. And, you know, |, | just have to say. I, |
al ways -- we receive a lot of transfers from you know,
rural areas to our hospital in, in Gand Rapids and you
al ways feel for the patients and famlies in, in those areas
that they don't have a | ot of these services close to them
So | think anything -- you know, | think there was a general

consensus in the SAC that things that we could do to, to
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hel p maintain access for patients in those rural areas, you
know, woul d be considered favorable. And so that was kind
of the rationale behind that one.

The third one was to allow for inclusion in PC
projection of all registered patients transferred fromthe
applicant hospital to another hospital for PCl rather than
just allow ng the counting of inpatients. And the reason
for that is that, that emergency room patients who get
transferred currently aren't count-, counted because they're
not registered and -- or, sorry, they're not inpatients and
so, but they are registered. And so by including them
again, | think that may increase access for, for patients in
some of our communities in M chigan.

And then the final one under this charge was to
allow for commtnents of patients who receive diagnostic
cardiac cath at the applicant facility and received an
el ective PCl at another cardiac cath services within 60
days. So expanding that to 60 days rather than the current
30 days if that applicant facility is, again, located in a
rural or mcropolitan area. And all, again, all of these

changes, the rationale was to try to inprove access.

So I'I'l stop there and answer questions related to
this one.

MR FALAHEE: Any questions fromthe
Commi ssioners? [|'ll ask any comrents from Tulika? GCkay.
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Thanks. Ckay.
M5. QU DO ALLEN: | just have one question

Cuido-Allen. Registered patients for noving fromjust

I npatient, are we al so including observation patients?
Because many of these folks will not neet inpatient status
even if they were "admtted." So is that ER obs and

I npatient?

MS. BHATTACHARYA: Wen you renove the term
Inpatient, it's any patients at the hospital. Seen at the
hospi tal .

MS. GUI DO ALLEN. Thank you.

MR FALAHEE: This is Fal ahee. The reason we ask
that when we're in the hospital community, nore and nore
patients are not inpatients even though they're in the
hospital. They're observation patients. They're still
occupying a bed, but that's why |'msure that question was
asked. So, thanks. Al right. Dr. Mdder, next one,
pl ease. Thank you.

DR RYAN MADDER: Sure. Charge number 6 of 7.
Charge 6 was to review provisions and definitions for hybrid
ORs and cath labs and to recommend any changes, you know,
for facilities that can have those. And so the SACis, is
recommendi ng that we nodify the standards to all ow any
facility that has approval for surgical services and, and

cardiac cath services to qualify for a hybrid OR and cath
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| ab. And the, the rationale behind this is that the, the
concept of the hybrid OR'cath |ab really came about when
when transcatheter aortic valve therapies becane clinically
avail abl e and, you know, these are done with -- it's an
endovascul ar procedure with, you know, percutaneous access,
but a certain percentage of those patients will require, you
know, energent open heart surgery. And so having a conbined
CR/cath lab, you know, really made sense. However, we, the
SAC, did not believe that there was any reason at this point
intime that that should, you know, only be, be limted to,
to, you know, TAVR procedures. That we thought any facility
that wanted to, to install cath [ab equipnent in an
operating roomso that they could use their facilities nore
efficiently should, should be able to do so. And we also
felt that there be no drawback in expanding the use of, of a
hybrid OR/cath | ab, you know, to facility, you know, for
I nstance, the FSOFs which would allow themto use theirs
al so nore efficiently. So I'll stop there and take
questions about this one.

MR FALAHEE: Any question -- any questions from
Conm ssi oner s?

DR DELANO  Conmi ssioner Delano. Ryan, thanks
for all your hard work on this. [I'll echo that w thout the
echo at some point this time. |, | was wondering if there's

a cost analysis done. |If it's OR space, usually it's nore
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expensive than another lab. |Is there any difference?

DR RYAN MADDER: Cnh, | agree with you that |
think it's, you know, an ORis in general nore expensive
than a cath lab. But | think if facilities, you know, want
to use, you know, OR space, for instance if it's not being,
you know, fully utilized and, and they put a Carmin there
and, and use it as a cath lab, it may increase the
appropriate or nore, you know, increase the usage of that
space. And | think also that business can have inplications
for FSOFs which, you know, have to have an, an ORis ny
understanding. And so to be able to do both cardiac cath
procedures as well as, you know, OR-based procedures in that
| think it's going to increase the utility of these spaces.

DR DELANO I'll just add | didn't doubt the, the
practical nature of that. |It's just about if there's
preferential placement of, of elective procedures into an OR
space, are they going to be billing OR facility fees when
they coul d be, you know, scheduling the patients el sewhere?
So there could be an unhealthy incentive to use those spaces
efficiently so to speak

DR. RYAN MADDER: Yeah. And | think that's a
great question, and I, | don't know enough about how those
are billed out to know the imediate inpact. But | think
it's a, a very relevant, a very inportant question.

MR FALAHEE: (kay. Any other questions? Moving

@ ESQUIRE 800.211.DEPO (3376)

DEROSITION SOLUTIONS EsquireSolutions.com



© o0 ~N o o B~ wWw DN

N I N N N N T e e i e o
g N W N P O © O N O U M W N P O

MEETING March 13, 2025

CERTIFICATE OF NEED COMMISSION

29

on.

DR RYAN MADDER: And then charge 7 was j ust
consi der any other technical changes fromthe Departnent,
you know, regarding any nodifications to the, the standards.
And so there were a whole bunch of, of kind of just
techni cal updates, we fixed sone typos, and rewiting sone
of the sections just to make them nore easy to understand.
And, and the SAC did not feel that any of these although
very inportant, were really -- that they weren't that
substantive in, in nature. And so | think that's all we
have on, on charge 7. Any questions about that?

MR FALAHEE: No questions about that. So --

DR RYAN MADDER: And we included --

MR FALAHEE. -- hang on. One, sorry, one, one
nor e

DR RYAN MADDER: Sure. Go ahead.

MR FALAHEE. Conmi ssioner Del ano?

DR DELANO | was just going to circle back to 6
|"mstruggling with this. |'mjust thinking of the

situation where we put MRIs in ORs and, you know, the cost
for that is a lot nore than, for exanple, an outpatient
facility wwth an OR -- with, with an M. |, | just

don't -- we, we're acknow edging that there's a potenti al
conflict of interest in howthey' re utilized, endorsing its

use for practical purposes to make sure that there's optimal
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utilization, but it's reliant entirely on, on goodw ||, I
think. And, and |'m hoping that everybody |ooks at it in a
cost effective manner which "hope" isn't really a good CON
standard. So | was wondering if there should be any further
discussion of that. | don't have a solution nyself, but
sounds |ike the workgroup didn't really specifically address
t hat .

MR. FALAHEE: And this is, this is Fal ahee. |
woul d say that we need to | ook at this separately froma CON
perspective and then a billing perspective. And hospital
billing -- Tulika knows a lot, but she's not going to know
about hospital billing. And hospital billing is very
conplicated. | think that's outside of the purview of the
CON Commission. But | think froma, what we | ook at as the
qual ity, access, yes, cost of it, but I think there are ways
that hospital billing itself separate from CON can handl e
the questions that you rai se.

DR FERGUSON: This is Ferguson. So | agree
details of hospital billing is not our purview, but cost is.
And if this is a nove that has a -- nmaybe it has meani ngf ul
risk, maybe it doesn't. But if it has a meaningful risk of
driving up cost, | think it does become our purview. 1'd be
interested in hearing sone type of...

DR MLEWSKI: So | agree that cost does sit

within our purview. | have m xed feelings about this
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because we do hear that hospitals are | ooking for ways to
re-task spaces as nore volune noves out. So there's the
opportunity for increasing efficiency. There is a billing
aspect of this. | think that it is incunmbent upon the
facilities to only bill for the services that they are
providing. So if they're not using the OR space and then
It's incumbent on insurance conpanies as fiduciaries to make
sure that that is conpliant.

DR FERGUSON: So what do you recommend? Sorry to
put you on the spot because --

DR M LEWSKI: Yeah.

DR FERGUSON: -- you have a lot of insight on
this and --

DR MLEWSKI: Yeah. M thoughts are that it is,
you know, | think froman efficiency standpoint -- and |

don't sit in the facility space. Froman efficiency
standpoint, froma patient care standpoint it can nake sone
sense. WII it create sone billing issues? Potentially
that wll have to be guarded against.

DR FERGUSON: Thank you

MR. FALAHEE: Thank you. Good discussion. Thank
you. Any other questions on that? GCkay. Moving on.

DR RYAN MADDER: Yeah. And then just the |ast
thing that's in the report is just aninitiative that cane

up that we tal ked about as it would inpact the UP.
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And so one of the hospital systens in the UP
currently has a teamof cardiologists and cath |ab staff
menbers that travel there several days a week to provide
cardiac cath services, diagnostic cardiac cath services, to
that community in that hospital. And the rationale to, to
do that is that a large portion of the population in the
| ower aspect of the UP is apparently traveling to Wsconsin
to get cardiac cath services done when they need them And
In order to try to keep those patients closer to home, this
programwas initiated where they' re, again, doing diagnostic
cath services there wth a teamfrom from Wsconsin.

The, the possibility was brought up of allow ng
that institution to do a pilot where they woul d do, you
know, elective PCl or even potentially primary PCl on the
days that, you know, that, that teamwas there. And there
was a | ot of discussion about this. You know, ultimately |
think there was a ton of support for this, but | think we,
we, you know, felt that, that we ran out of tine before
being able to iron out all the details to allowthis to, to,
to recomrend this going forward at this point. But we do
think at a mnimumthat this is, you know, deserves further
di scussion at the next SAC to address whether this is
sonething that, that could go forward and certainly would
encourage additional discussion between now and then if

there's a way to, to allowthis to nove forward only because
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| think it has a tremendous potential to inprove access to
cardiac cath services and PCl in the UP.
MR. FALAHEE: Ckay. Fal ahee again. Any questions
about that? | know we have public comment on this issue,
but before we do that, any questions fromthe conm ssioners?
MR DRAKE: This is Conm ssioner Drake. That's a
great idea on the pilot. | do renenber in the previous
meeting that we've tal ked about pilots before, and |'d be
supportive if there was a way to do a pilot, to figure out

how t hat coul d be achi eved.

DR, RYAN MADDER: Yeah. And I, |, I'mglad to
hear that. And, and I, | wll say, you know, there's a |ot
of -- there are a lot of existing data on, you know,

cardi ovascul ar outcomes in, in rural populations in the U S
conmpared to, to ur-, the urban counterparts. And, you know,
as additional background for this, you know, 62 percent of
counties in the United States don't have a cardiol ogi st.

And when you don't have a cardiol ogist, you don't have
cardiac cath or PCl services. And so there are also very
strong data that, you know, if you are a patient in a rural
comunity right nowin the United States and you present to
a rural hospital with a heart attack, you are significantly
less likely to get a cardiac cath and significantly |ess
likely to get a PCl conpared to, to, you know, if you

present to an, an urban or suburban hospital. And, and so
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there's this concept which is really unfortunate but
continues to exist, that where you live determnes if you
live. And there are very strong data showing that if you
live in a rural population within the United States

i ncluding the UP, that your cardiovascular nortality is

hi gher; and a good chunk of that is because you don't have
access to services. So, again, | think things that we can
do as a state to try to inprove access to, to those services
in those counties, I, | personally believe would be very
favorable if we can find a way to do it safely.

MR VELEZ: Commi ssioner Velez here. | amreally
interested with the idea of having a pilot program but I
woul d like to be nore educated on the requirenents,
limtations, and outcone.

DR RYAN MADDER: Yeah. | agree with you
conmpletely. |, | think -- and that was part of the reason
the SAC did not agree to, to recomend this at this time is
that, that those details about how, how this would be
enacted and, you know, what data woul d be tracked to prove,
you know, the safety and efficacy of this, you know, just
were not presented. And so | think additional time was
needed to put that type of proposal together.

MR FALAHEE: Seeing no hands | think that's it
for the conm ssioners. Dr. Madder, | don't know if you have

the tinme to stick around to hear what w tness or people
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comng up to the podiumhave to say -- | always say

wi tnesses and that's not (inaudible). So, but if you, if
you need to | eave, we understand. | want to thank you again
on behal f of the Conm ssion and personal |y because when |
reached out to you and asked if you would do it again, you
readily said yes. And | congratul ated Darryl Amucci as wel |
on that. So thank you again. |[|f you have the time, you're
wel cone to stick around and we hope you can hear people, but
I f you need to | eave, we understand.

DR RYAN MADDER: Yep. |'mhappy to stick around.

MR. FALAHEE. Geat. Thank you. GCkay. W have
some cards. So, Justin?

MR. EASTER. So we've received public comment from
McLaren in support of the |anguage. This has been included
I n your electronic binder. They have also submtted a blue
card to cone up to speak. Katherine?

M5. TUCKER: W have Dr. Zacharias from MLaren.

SIBIN ZACHARI AS, M D.

DR SIBIN ZACHARI AS: Good morning. On behal f of
my col | eagues at MLaren, thank you for the opportunity to
speak here today. M nane is Dr. Sibin Zacharias. | aman
i nterventional cardiologist with the MLaren cardiovascul ar
Institute, practicing out of our hospitals in Pontiac and
Mount C emens, and our standal one ERs in both O arkston and

Oxford. | amone of several physicians who provide prinary
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PCl with emergency heart stenting for patients at MLaren
Cakl and.

We currently can only offer primary PCl to
patients who come to the hospital wth an acute -- with
acute chest pain caused by an energent heart attack.
However, there are many clinical situations in which it is
necessary to provide PCl to these patients on a non-urgent,
el ective basis. Practically speaking, if a patient with an
acute heart attack has coronary disease that involves nore
than one heart artery which requires additional stenting or
has an abnornmal inpatient or outpatient stress test which
ultimately will require heart artery stenting, we are unable
to provide inmmedi ate stenting treatment based on the current
CON rules. Unfortunately, these patients nmust be
transferred to another facility for elective PCl. This may
result in delays in care, added costs, and patient or famly
| nconveni ence anong ot hers.

W are eager to advance the cardiac care in our
communi ty which includes Pontiac, Waterford, Oxford,

A arkston, and the surrounding regions, and provide greater
continuity with the ability to offer elective PCI. W
believe this wll facilitate nore efficient health care
delivery thereby inproving quality of care and decrease in
costs to the benefit of our patients.

| am here to support the proposed | anguage that
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Dr. Madder and other nembers of the Cardiac Cath SAC

comm ttee have reconmended. Currently the standards
prohibit a hospital that was not approved as a primry PCl
center before 2015 fromoffering elective PCl if it is
within 60 mnutes or 60 mles fromthe nearest PCl center.
The Cardiac Cath SAC comm ttee has reconmended renoving that
rule fromthe standards. W agree with the proposed new

| anguage and respectfully request that the CON Comm ssion
consi der adopting this recomrendation to help inprove health
care delivery in our conmunity. W are very proud of the
primary PCl program and advancement in cardiac care that we
have brought to patients in northwest Qakland County, in the
McLaren Qakl and region, and we are eager to build on that
foundation by offering elective PCl. Thank you again for
the opportunity to speak today.

MR. FALAHEE: Thank you, Doctor, for being here.
Appreciate it. Any questions or comments fromthe
conmi Ssi oner s?

MR DRAKE: |'Il nmake a conmment. | was waiting to
hear sone public comrent. That answers my question on the
60-mle rule. So thank you for clarifying that.

DR, SIBIN ZACHARI AS:  No probl em

MR FALAHEE: (O her questions? Geat. Thank you
for being here.

DR SIBIN ZACHARI AS: Thank you.
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M5. TUCKER: Next we have public coment from Dr.
Cool ey, OSF Heal t hCare.

MR. FALAHEE: | had the pleasure of speaking to
Dr. Cool ey yesterday. Thanks to the Escanaba teamfromfly,
for flying down here today. Welcome to the joys of the CON
Comm ssion. |, | forgot to add two things. Number one,
there's a new person sitting to ny right. Some of you may
recogni ze Carl, Carl Hanmaker, fromthe Attorney Ceneral's
Ofice. Carl was here before and then had the gall to |eave
the Conm ssion and Brien was here. Brien is noving into
other areas that were mainly his chief function and he
needed nore tine to do that. So we're happy to have Carl
back. For those of you that don't know, Carl is an MD.
J.D. So we can approach himwth nedical issues and |egal
I ssues. Carl, welcome. And then the other thing |'Il add
Is that -- and Dr. Cooley knows this, but for those of you
that don't, when we have fol ks come up and speak fromthe
podium there's a three-mnute tine limt and then if we ask
you questions, there's no limt on the length of questions
or the answers to those questions. So with that, Dr.
Cool ey, the floor is yours. Thank you.

DR RICH COOLEY: Thank you, sir.

Rl CH COCLEY, D. O

DR RICH COOLEY: Thanks, everybody. | was able

to participate in the SAC that Dr. Madder led, and he asked
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me to chair the rural subgroup that started to work through
sone of the discussions that you had just had presented. |
started ny practice in the Upper Peninsula of M chigan.
trained down in the Detroit area and was a primary care,
do-it-all internal nedicine doc in a small critical access
hospital in |Ishpem ng, Mchigan, where | did inpatient
medi ci ne, outpatient medicine, rounded at nursing hones,
took care of my own ICU, and was theol ogist for a whole | ot
of patients in the small Upper Peninsula comunity of
| shpem ng. After that, | started the hospital nedicine
programin Escanaba and have had various |eadership roles
across northern Mchigan really from Grayling, Al pena,
Traverse Cty, and up into Escanaba, Ishpem ng, and
Marquette. So | know the northern M chigan | andscape quite
wel I froma health care standpoint.

So | learned a lot in participating in the SAC and
in chairing a rural subgroup, and I'mstill continuing to
| earn more. \Wen we wrapped up our work in Novenber, | was
di sappointed that we couldn't get further in getting access
to cardiac catheterization, particularly PCl for the rural
comunities in the Upper Peninsula. And within the first
few weeks of wrapping up our work on the CON, | had event
reporting in our systemwhen there's a safety concern that
roils uptonme. | currently serve as the chief nedica

officer in addition to working as a hospitalist, now and
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again clinical. W had events conme in to our event
reporting systemon sone adverse patient outcomes that
direct, directly go to this work.

The first one was a 50-year-old man, you know,
very rigorously healthy guy who presented to our hospital
with a heart attack. It was an inferior infarct. He did
not meet the criteria for emergent intervention, the STEM
programthat requires us to fire up the helicopter sitting
inour, in our parking lot. But he had an on STEM. He had
EKG changes, he had conpatible synptons, he had el evated
troponin, and he needed attention. He was accepted and
transferred to Marquette, and we discharged himfrom our
emer gency department five days |ater because there was no
bed available in Marquette. The echocardi ogram done two
days before his discharge showed that the inferior wall of
his heart stopped working conpletely, his ejection fraction
dropped to 40 percent, and this man is going to have
I schem ¢ cardi opathy and congestive heart failure the rest
of his |life because we didn't have access to cath.

The next one was an 80-year-old man who al so had a
simlar presentation, accepted to Marquette, and died eight
hours later wi thout a bed.

These are avoidable things. The things to fix
both of those patients was three mnutes down the hall in

our new cath lab and with all of the folks that we bring up
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fromWsconsin. And so | felt conpelled to see what it is
that we could do. So |I have the workgroup proposal in front
of you, and |'d be happy to entertain any questions.

MR FALAHEE: Are there any comm ssioner questions
of Dr. Cooley, or, Dr. Madder, if you want to nake any
comrents you can as well. | told Dr. Cooley yesterday when
| spoke that the chair doesn't like it when things are
headed, handed out at the last mnute. This was not |ast
mnute sort of. It was handed out in front of you when they
got here after the plane I anded so you can see that there.
But | think it discusses sone of the issues that cane up as,
as Dr. Madder said at the |ast nmeeting of the SAC. And if
| ' mreading, or hearing and reading and interpreting
correctly, there just wasn't enough tinme to get into the
details of what would a pilot look like if that was the
decision. So, and that's why | believe -- and, Dr. MNadder
correct nme if I'"'mwong -- that's why the SAC did not
recomrend anything but did say next tine this is up for
review, perhaps this should be considered as part of the
next SAC that |ooks at these issues. Do | have that right,
Dr. Madder ?

DR RYAN MADDER  Yeah, that, that's correct. |Is
that, yeah, there was, there was considerable support for a
pilot, just the, the details had not been flushed out. But,

yeah, | just wanted to comrent on Dr. Cooley's two exanples.

@ ESQUIRE 800.211.DEPO (3376)

DEROSITION SOLUTIONS EsquireSolutions.com



© o0 ~N o o B~ wWw DN

N I N N N N T e e i e o
g N W N P O © O N O U M W N P O

MEETING March 13, 2025
CERTIFICATE OF NEED COMMISSION 42

It's, it's really disheartening to hear, you know, exanples
|ike that of which I'msure he has, you know, a |ot of such
exanpl es just because, you know, again, to ny comrents
earlier, had, had those patients presented to a hospita

havi ng, you know, cardiac cath services, | think those

out comes woul d have been very different. And, yeah, it's,
it's just unfortunate to hear that the individuals in our
state based on the county that they live in, you know, they
don't get the treatnent that the rest of us do and, and it's
just, it's too bad.

MR FALAHEE. Thank you very much. Any questions
fromthe conm ssioners? Conmm ssioner Ferguson?

DR FERGUSON: A process question. So |'mhearing
that the SAC ran out of tine to address this particular
topic. Wuld this topic have fit under one of the
prescri bed charges? Meaning if there had been tinme, would
It have been addressable? Because I -- if | recal
correctly, you don't or we don't like the SACs and the
wor kgroups to expand and make up their own charges w thout
direction. So if -- I knowit's kind of a technicality and
|"mnot trying to undermne the spirit of -- this sounds
like I think we ought to be looking at. But froma process
perspective, inny mnd, it becomes quite easy if this fits
under a charge and we ran out of time, | would suggest we

figure out a way to give themsone nore tine.
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MR. FALAHEE: Nunber one, we can't give themnore
time. The SACs are alive for six months and then by rule
they go away. Number two, this would have fit in, under
ei ther charge 4 or charge 5.

MR EASTER.  Charge 5.

MR, CONNCLLY: Charge 5.

MR FALAHEE. Thank you. Al right. And then
think that if it comes up at the last nmeeting, that's an
I ssue we're trying to get details worked out. But, yeah, we
can't extend the length of the SAC

DR FERGUSON. So I, | -- that | understand, but
the alternative is can -- if we wanted to, could we create a
wor kgroup now or do we have to wait the three years or
whatever? Three years is along tinme. Isn't it, isn't it a
three-year cycle for the next review?

MS. STANTON. W --

MR FALAHEE: No, it -- no.

MR EASTER. So we're taking public conment on it
this Cctober. So it could cone up for the next year as a
SAC or a workgroup depending on what the Conm ssion deci des.

DR FERGUSON. Ch, very good. Thank you. That's
very hel pful.

MR FALAHEE: Commissioner -- | had the sane
question, Conm ssioner Ferguson, on timng. So that we'll

be back in QOctober with public conment and then, yeah. And

@ ESQUIRE 800.211.DEPO (3376)

DEROSITION SOLUTIONS EsquireSolutions.com




© o0 ~N o o B~ wWw DN

N I N N N N T e e i e o
g N W N P O © O N O U M W N P O

MEETING March 13, 2025
CERTIFICATE OF NEED COMMISSION 44

pers-, ny personal thought is when we get there and talk
about it, this is one of those where ny hunch is there are
opi nions on both sides of the issue and that would not nerit
a workgroup, it would be another SAC. (Oher questions from
the conm ssioners? Dr. Cool ey, thank you very nuch,

Appreci ate your tine.

DR RICH COOLEY: Thank you.

MR FALAHEE: Do we have other public comrent?

M5. TUCKER: Yes. Next we have Dr. Ricci from
Bel I in Heal th.

JASON RICCl, MD.

DR JASON RICCl: Good norning. Thank you for the
opportunity to speak. So ny name is Jason Ricci. |'man
interventional cardiologist at Bellin Health in G een Bay,
but | do have strong Mchigan ties. For the first nine
years of ny career | was a interventionalist in Petoskey,

M chigan, in Northern Lower and |'ma byproduct, | grew up
in the Western UP. So this, this topic rings hone for mne.

| was asked to sort of comment on a simlar
programthat's being proposed potentially as a pilot that we
currently run with a rural hospital in Wsconsin, about 45
mles fromwhere our hone base is. W provide simlar
ki nds, types of services that was proposed. So we provide
conpl ete interventional services Mnday through Friday 8:00

to 4:00 o'clock. Wthin that, there are both el ective cases
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as well as primary PCl, as well as patients who cone into
the hospital that have nore urgent needs. And | think
overal|l the program has been an overwhel m ng success on, on
both ends, both for the rural hospital and for us. And |
think there's some tenets that nake that successful and |
think a couple of things | want to conment on

First and forenost is both organizations have to
have clear understanding of what is required and what is
needed and what can be done at each hospital and that
patients' needs have to be put first. This can't be an
ownership type thing, that this is our patient or their
patient. | think secondly you need a team of experienced
I nterventionalists that have high volumes that can do these
cases and are confortable know ng what can be done at a nore
rural hospital where we may have limted access to all the
tools we would typically use versus what type of patients
need nore extended care where they should be transferred. |
think the other thing that's super inportant is there has to
be trenendous education at the rural hospital because,
again, you maybe take care of these patients for 45 m nutes,
an hour, hour and a half and then their care is left to
nursing staff, ancillary staff, and there has to be
continued dial ogue and continued education at that rural
hospital so the nurses, the technicians, everybody can

continue to take care of those patients once the
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I nterventionalist |eaves.

And then |, | think the last thing is |ike any
specialty care, the cardiologists have to be available. W
have -- you know, there's, there's the two As of being a
good specialist: you got to be available and you' ve got to
be applicable. And | think, you know, that although we're
not there all the time, we do provide 24/7 call coverage to,
to in the proposal that allows these patients and the
hospital s that are taking care of themto have continuous
access to us with questions or conplications as they arise.
So | appreciate your tine, and |'m happy to answer any
questi ons.

MR FALAHEE: Thank you very much. Any questions
fromthe Conm ssioners? Doctor, thank you very mnuch.

DR JASON RICCl: Geat. Thank you.

MR FALAHEE. Thanks for being here. Mre cards?

M5. TUCKER: W have one. Next we have Kelly
Jefferson fromSt. Francis Hospital.

MR FALAHEE: This is Falahee. | also spoke to
Kel |y yesterday, so --

KELLY JEFFERSON

MS. KELLY JEFFERSON. Good norning, everyone. |'m
Kelly Jefferson, president of St. Francis Hospital in
Escanaba, Mchigan, and | just want to kind of drive hone

sone points that you' ve already heard here today.
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| want to thank you first for assenbling the, the
SAC on Cardiac Cath Services. |It's such an inportant topic,
especially to us in the Upper Peninsula, and for allow ng
Dr. Cooley to participate on that incredibly inportant work.
The topic of access to interventional cardiology services in
rural areas is incredibly inportant, specifically in the
Upper Peninsula. W really appreciate the opportunity to
expl ore new ways of addressing this issue.

So just to educate, there are two cath labs in the
Upper Peni nsul a. One is in Marquette at UPHS. They do
both diagnostic and PCl. And then we just opened our cath
lab in July of 2024, in Escanaba, and we performdiagnostic
only.

| did hand out a trend graph that was seat, put at
your seat earlier today. |In looking at this graph, you'll
see that access or having limted access to PCl services in
the UPis not a newissue. So this graph shows a historical
trend here of PCl sessions that originated fromUP zip
codes. In the last five-year | ook back here, you'll see
that the cardiac cath PCl sessions that were perforned on
i ndividuals originating froma UP zip code, that nore than
50 percent of themoccurred in Wsconsin. And the majority
of those patients, the dark counties on your map here, the
dark on the bottomare from Menom nee and Delta County, both

which are served by St. Francis Hospital. Access to PCl
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services is not getting better in the Upper Peninsula and
there's really no hope that it will get better. And thus,
| ooking at these historical trends, there's no hope that it
wi Il inprove unless we make changes to our Certificate of
Need standards.

We need to be open to new nodels of care like the
one Dr. Ricci just discussed in which we have strong
partnerships where we work with larger centers that can
bring PCl services to the Upper Peninsula, that bring their
highly skilled teans that al so have the |evels, the volume
| evel s that are required to establish confidence and
mai ntai n your confidence and to neet high quality standards.
| mean really, thinking across the -- [ooking across the
state what other parts of the state of Mchigan do we have
that have such limted access for such an expansive
geography? It is very discouraging to our care teans to
know that we have the PCl -- the resources needed found
onsite to performPCl, but yet we have far too many patients
that sit waiting in the energency roomfor extended periods
of time due to lack of availability of beds and PCl centers.
W are eager, eager to help and eager to be a part of the
solution if given the opportunity.

| amrequesting that the Conm ssion consider
assenbling a SAC or a workgroup to address the unique

chal l enges of PCl in the Upper Peninsula. And with that
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"Il take any questions or comments. Thank you.

MR FALAHEE: Any questions fromthe
conm ssi oners?

MS. KELLY JEFFERSON: Thank you.

MR FALAHEE. Thank you very much. No nore cards?

MR EASTER: No nore cards.

MR FALAHEE: kay. Geat. Thank you. Any --
"Il start with any questions based on what our fol ks have
sai d, based on what they said, any further questions of Dr.
Madder? (Okay. Geat. Conm ssion discussion about any
itens? And then there's a potential notion we'll have. But
| wanted to see if there's any discussion first, genera
di scussion about the topic. Ckay. As usual we've got a SAC
recomrendation in front of us, and the nornal process is
that we woul d | ook at the recommendation and if a notion was
I ntroduced, approve it and send it on for further comment.
| wanted to nmake sure there wasn't any other discussion
items first. If not, I'lIl entertain a notion to that effect
on the SAC.

DR MLEWSKI: This is Conm ssioner M| ewski.
wi Il nmake a notion that the Conm ssion take proposed action
on the language, the draft to nove forward to public hearing
and the Joint Legislative Conmttee.

MR FALAHEE: Is there support for that notion?

DR FERGUSON: Ferguson. |'Il second that.
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MR. FALAHEE: Thank you. Any discussion anongst
the conm ssioners on that notion? |If not, all in favor of
the notion please say aye.

ALL: Aye.

MR FALAHEE: (Qpposed? That notion carries.

(Wher eupon notion passed at 10:34 a.m)

MR FALAHEE: Dr. Madder, if you're still there,
t hank you once again for everything and for willing, being
willing to do this a second tine. So thank you very much
for the time and the effort. And with the other nenbers of
your SAC, it was very good di scussions, great report.
Thanks agai n.

DR RYAN MADDER: Yeah. Geat. Thank you,

ever ybody.
MR. CONNCLLY: Thank you, Dr. Madder.
MR, EASTER  Thank you
MR FALAHEE: Thank you.

MR EASTER. The Commi ssion's proposed action will
move the | anguage for a public hearing and to the Joint
Legislative Committee. A report and | anguage for final
action will be brought back to the CON Comm ssion at the
June neeting.

MR FALAHEE: (kay. Let's nove on to the next
item MRI. And we'll first turn to the Department for any

comment s.
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M5. TUCKER: No public coments for --

MR FALAHEE: No; no. Any introductory coments
on MRl ?

M5. TUCKER: So the report will be given by Randy
Par ker on behal f of the MR workgroup chairperson Dr. Msch.
A copy of the report can be located in the electronic
binder. Al reconmended | anguage in front of the Conm ssion
reached a consensus. The Departnent supports the |anguage
as presented, and it is included, included in the technical
edits across all standards that requires a notification to
the Departnent no |ater than 30 days after any planned
decrease or discontinuation of the CON service. An
addi tional meeting was added to allow nore tine to finalize
the | anguage presented today. W have not received public
comrent from any organi zations. Proposed action fromthe
Comm ssion Wil require a notion, a second, and a vote to
approve. The Conmission's proposed action will nmove to the,
renove the | anguage to the public hearing and the Joint
Legislative Commttee. A report and | anguage for final
action wll be brought back to the Conmm ssion at the June
meeting. And with that, ['lIl hand it over to Randy to give
the report.

MR FALAHEE: (kay. Thank you very nmuch. Thank
you for being here on behalf of others.

MR RANDY PARKER O course, yeah. Good norning.
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Thank you, Chairperson Fal ahee and Menbers of the

Comm ssion. M nane is Randy Parker, and |'mthe | ead MR
safety officer at Corewell Health West. Dr. Masch is
unavail able to attend today, so he asked me to go through
t he workgroup's recommendations on his behal f.

W net five tines and concluded our work on
November 7th, 2024. This workgroup was tasked with eight
total charges. And if it's all right with the Comm ssion,
"Il just go through all of themand then take questions or
any discussion at the end. Certainly if there's any, you
know, urgent questions or clarifications needed to be had,
pl ease feel free to stop me.

So the first charge was related to the revision or
revising the definition of a teaching facility to clarify
who can be allowed to get additional teaching, get the
addi tional teaching factor. The recommendation fromthe
wor kgroup was the definition of a teaching facility be
revised to the follow ng:

"' Teaching facility' means a |icensed hospita
site, or other location, that provides either fixed or
mobil e MRl services at which residents or fellows of a
training programin diagnostic radiol ogy engage in care
of a patient (including protocoling and interpretation
of studies), and that is approved by the Accreditation

Counci| on Graduate Medical Education or Anerican
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Ost eopat hi ¢ Association. A teaching facility shall be
identified as neeting the definition if at |east one of
the followng are true:

(1) Participating -- the participating hospital
site of other location's facility's name is listed on
the Accreditation Council on G aduate Medical Education
or Anmerican Osteopathic Association Accreditation
| etter as having a training programin diagnostic
radi ol ogy.

(ii) The participating hospital site or other
| ocation is owned by an entity that is listed on" those
| etters "as having a training programin diagnostic
radi ol ogy.

The definition change better clarifies what
constitutes a teaching facility easing the state's
ability to confirmteaching facility status wthout the
continued need for annual facility self-attestations.
This change also |iberizes -- liberalizes the nunber of
sites that will qualify for the additional teaching
factor as it noww Il allow for teaching factor to be
applied to sites in which radiology trainees are
participating in care renotely. The subgroup nenbers
argued that even renote invol venent of trainees
| engt hens the scan tinme, and the 0.15 weighted (sic)

factor is inportant for encouraging facilities to
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participate in the radiol ogist training."

Charge 2 --

MR. FALAHEE. Let me, let ne interrupt there.

MR, RANDY PARKER:  Yes.

MR FALAHEE: Nunber one, just like we did with
Dr. Madder, let's go one by one by one to see if at the end
of each charge there's any question fromthe conm ssioners.

MR, RANDY PARKER  Sure.

MR FALAHEE. If we can do that. Any questions?
Conmi ssi oner Ferguson?

DR FERGUSON: Ferguson. So sound principle. |
agree with the principle. Practical question, | don't
understand quite enough how everything enrolls. What |
woul d not want to see happen is a large health care system
that happens to own hospitals all over the state, all over
the country, suddenly identifies and says oh, all of these
other sites where the teaching really isn't occurring count
because it's all owned by the same parent conpany. So if
the residents are actually actively involved in that guided
readi ng, that makes perfect sense to ne. |, | amconpletely
supportive. | just don't want to see an end run here and |
don't quite know how the enrollments for sites necessarily
occur and/or what the restrictions on that are so that it
doesn't get taken sideways. And maybe somebody el se who

understands enrol | nent categories better than | can conment
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on this.
M5. QU DO ALLEN: Cuido-Allen. M questionis
sanme as Conmi ssioner Ferguson's. You nmay be listed on the
ACGVE | etter as being a teaching clinical, but, but are we
going to be looking at actual programs? WII it have to say

radiology? So | think that's a little loose and it needs to
be alittle tighter.

MR RANDY PARKER: Yeah. Understandable. |
appreci ate the feedback on that, too. And, and | know that
that was -- just kind of being a participant in that group,
that was kind of or apparently somewhat of a participant in
that group, that was one thing that was questioned quite a
bit in the discussions with and with regards to a teaching
hospital and kind of how all of that. So, yeah, both of
your questions are, are certainly valid for sure.

MR FALAHEE: And so when conm ssioners have
questions about a report, what normally happens is, is when
we do the notion, we will say we woul d specifically request
public comrent on the charge 1, in this case, and the
recomrended solutions to charge 1 so that we woul d get that
public comrent back in June or Septenber.

DR FERGUSON: | might also be interested not only
in the public comment, but perhaps the Departnent comment on
how to tighten the | anguage as well.

MR FALAHEE: Thank you. And then I'Il have one
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general comment. Don't feel the need to read everything
that's in the report because we've got the report in front
of us and it's about ten pages single-spaced.

MR. RANDY PARKER: Yeah.

MR FALAHEE: Al right? So unless you get the
bad eyes from people, you can |like Dr. Madder did, summarize
the report and then we'll ask questions as needed.

MR RANDY PARKER  Yeah. Perfect.

MR FALAHEE: Ckay? Thank you.

MR RANDY PARKER. Al right. Thank you.

MR. FALAHEE: |If that's okay with the other
comm ssioners. (Ckay. Thank you

MR. RANDY PARKER: There's a few charges in here
which | know are quite lengthy that | plan to keep high
| evel, so -- all right. So charge 2, revise section
2(1)(jj), the definition of a nobile MRl unit to operate at
once per quarter. So as you can see, the recommendation was
that there was -- recomrends no change to the current
definition of a nobile MRl unit to operate on a regular
basis. The workgroup believed that requiring the quarterly
service to maintain a nobile MR unit coul d decrease access
to MR, the MRI sites and also may not take into account the
utilization or operational needs and al so may burden sites
with additional costs or operational down time as a result

of that. So the proposed change to operate a m ni mum of
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once per quarter could also increase the cost, as |
mentioned, as well as approval for insurance policy and
requiring quarterly service regardless of the need of that
particular site. Any questions or coments on that charge?

MR FALAHEE. Any questions of the conm ssioners?
Ckay. Move on.

MR RANDY PARKER. Al right. Charge 3, revise
section 4(4)(b) to add MRl and nobile host site has been in
operation for at least 12 nmonths. The workgroup recommended
the adoption of the Departnent's proposed change to that
section. This change clarifies the existing terms within
the review standards of the nobile MR host site
relocations. The host site should be operational for at
| east 12 nont hs.

MR FALAHEE: Any questions about that? All
right.

MR. RANDY PARKER: Charge 4, review section 9(6),
to consider if additional criteria can be added to all ow
non-surgical diagnostic studies to be perforned in an
intraoperative MR, or IMR wunit. The workgroup reconrended
adding the follow ng | anguage:

"The patient is having a diagnostic or therapeutic

procedure perforned using an MRl unit to target
specific areas of the body, including biopsies,

I njections, ultrasounds, and other procedures.”
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Essentially the rationale behind this was that the
exenption allows for the MRl units to be used for other
non-surgi cal procedures which may increase patient access
for not only those procedures themselves, but also increase
patient access for other clinical MR studies to be
perfornmed. Typically right now, these studies, these
procedures are being formed, being performed on the M
units that are typically seeing outpatients/inpatients and
these procedures can take several hours at a tine. So to
bl ock off a particular scanner, that woul d decrease access
to several patients potentially within a day who need their
MRl di agnostic studies to be performed. So being able to
utilize an intraoperative MR suite to take up that bl ock of
time woul d give that access back to those other patients.

MR FALAHEE: Any questions fromthe conmm ssioners
on that?

MR. DRAKE: Yeah, | have a question on that.
Remind ne -- this is probably for, for the, for the
Departnment. Does the IMR require anesthesia services? Ws
that one of the requirements for that one? Because it's
intraoperative. O did it not?

M5. NAGEL: We're | ooking.

MR. DRAKE: (kay. Because what, what's being
proposed here, those wouldn't necessarily require

anesthesia; is that correct?
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MR, RANDY PARKER: It would depend, but | -- yeah.

MR DRAKE: It wouldn't be a hard requirement for
sonebody --

MR RANDY PARKER Right; right; yes.

MR DRAKE: |'mjust curious if that would --

MR CONNCLLY: Marcus fromthe Department. From
what | recall at the actual nmeeting -- and I'll give them
time to look it up -- it wasn't something that was
addr essed.

MR DRAKE: But the current standard, though.
Does the current --

MR CONNOLLY: Yeah, the current standard |'m not
sure. But | know it wasn't sonething that they considered
during the, the workgroup

MR. DRAKE: Ckay. kay.

M5. BHATTACHARYA: So in the current standard it
does say that nonsurgical diagnostic studies shall not be
performed unless the patient is having a study perforned on
an outpatient basis, but is in need of general anesthesia or
deep sedation as defined by the society.

MR DRAKE: Ckay. | thought that. GCkay.

MR FALAHEE: Any other questions? Ckay.

MR RANDY PARKER. Al right. Charge 5, add
project delivery requirenents to Section 15 for MR services

CON standards to include nmobile host site patient safety,
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simlar to Section 15(1)(h) for the CT CON standards. So

t he workgroup recommends adopting the Department's proposed
change to Section 15 adding the follow ng: Each host MR --
each host facility nust provide a properly prepared parking
pad sufficient |oad bearing capacity to support the vehicle,
a waiting area for the patients, and a nmeans for the
patients to be able to enter the vehicle wthout going
out si de such as a canopy or enclosed corridor. Each host
site facility nust also provide the capability for
processing the i mges and maintaining the confidentiality of
patient records. As well as a conmunication system between
the nmobile vehicle and each host facility should there be
any sort of emergency nedical situation. This aligns and
mrrors the language in the CT standards.

MR. FALAHEE: Thank you. Questions? Al right.
Move on.

MR RANDY PARKER. Al right. Charge 6, it was to
review Sections 15 -- Section 15(2)(e) to consider
clarifying the term"imediately available." The workgroup
recomrends the change the | ast sentence to the foll ow ng:

"A physician, nurse practitioner, physician

assistant, or -- physician assistant, or RNtrained in
t he managenent of hypersensitivity and physiol ogi cal
drug reactions to MR contrast shall be onsite when

patients are receiving intravenous contrast."
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The rationale for this was that there are several
situations where a patient is receiving an MR w t hout
contrast. And so this work actually aligns with the
prof essi onal gquidelines published by the Anmerican Coll ege of
Radi ol ogy that only require themto be present for
contrasted studies.

MR FALAHEE: Any comments? Questions? | wll, |
wi Il add one. This is very inmportant practically because
right nowif you don't have a physician onsite, and that's
getting nuch nore difficult, then you have to either stop
doing it or try to get physicians to cover it. So this is
hel pful language out in the field. So thank you.

MR, RANDY PARKER  Yep.

M5. GUI DO ALLEN: Cuido-Allen. | have one
question. Sorry. Cuido-Allen, one question. Dd the CMS
conditions of participation allow for an RN?

MR. DRAKE: That's a very good question.

MS. QU DO ALLEN: Previously back when, when | had
sone oversight of that it did not include an RN

DR FERGUSON: And are the -- and are the ACR
guidelines allowng for an RN? | guess |'mthinking nostly
about meds; right?

MS. GUI DO ALLEN. Yeah; yeah.

DR. FERGUSON: Al right.

M5. QU DO ALLEN. Because we can't order.
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DR, FERGUSON. Right.

M5. QU DO ALLEN: R ght. They can be
protocolized, but we can't order. But | would have to | ook
at the CM5 COP around that, around oversight.

MR. DRAKE: Yeah, that's a very good point.

MS. GUI DO ALLEN. Maybe it changed, but | don't
know.

MR FALAHEE: Right. And --

DR DELANO I'Il just -- this is Conm ssioner
Del ano. Thank you for your hard work on this.

MR. RANDY PARKER: Nice to see you.

DR DELANO N ce to see you again. 1'd echo
that. | think I guess maybe during the public conment
period, is that when it would be appropriate to readdress
that? But | think that could be cleared up. It's ny
understanding that registered nurses aren't to do that. It
brings in scope of practice issues, too, that are -- nmay not
be acceptabl e.

MR FALAHEE: W, we may find that we'll add that
to the proposed notion to be presented to the Conm ssion.
But | think it's a great point. Thank you.

MR RANDY PARKER Al right. So charge 7.

MR FALAHEE: You do not need to read this
whol e --

MR. RANDY PARKER: Oh, no, not at all. So, yeah,
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just try to keep it high level here but just kind of still
give you the, the picture of what this group did. So the
charge was to review Section 16(1) to consider adjustnents
to the additive factors for patients with inplants or other
metal lic foreign bodies. The Departnent reviewed the
current weighting adjustments in Section 16. A subgroup was
fornmed to consider if a new weight should be added for
procedures on patients with inplants or other metallic
foreign bodies. The workgroup accepted a proposal to add
four additional weightings for patients with inplants or
other netallic foreign bodies. And the proposal wll
i nclude adding definitions in Section 16 as you can see in
the packets defining Iow, nedium and high conplexity;
active inplants, so exactly what those are; and then MR
exam safety evaluations, as well as off [abel imaging of
active inplants.

Addi tional ly, the proposal suggests adding
wei ghting increases. The four additional weighting
I ncreases are, range anywhere from0.75 to be added up to
1. -- or, I'msorry, upto 1.5 for high level and then also
1.75 for any patients that have nultiple active inplanted
devices or if the scan is being done off |abel and requires
a risk versus benefit analysis. It was clarified that the
definition to define metallic foreign bodies as things |ike

screws in the ankles or things |ike that were not really of
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concern and didn't really apply to this request. So there
was | anguage that was defined to hel p prevent confusion

al so; each level of complexity as well as sone of the nore
technical things |ike SAR and Bl+rns were defined in order
to prevent confusion between the |evels and the terns.

Regarding the quarterly data entry reporting for
MRl utilization, it was suggested that each |evel of
compl exity be given a nunber rating of zero to four for the
ease of reporting. There were no objections to the |anguage
with the addition to the | anguage adding "wi th appropriate
trained personnel” to the definition for MR exam safety
eval uati ons.

So the rationale behind this is the patients with
these types of inplants or foreign bodies, any time that you
are having to restrict or change your parameters in order to
kind of decrease the level of energy that the patient is
exposed to, 9.9 out of 10 tines that's going to increase the
amount of time -- sorry -- that's going to increase the
amount of time that the patient is on the table. A so, a
| ot of those inplants require services that are, you know,
utilized in other MRl procedures |ike anesthesia and
sedation, so there's nurse involvenent, there's physician
i nvol venent with a ot of those in order to be able to scan
those patients' devices safely. So those were all factored

into the proposal that we did.
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MR FALAHEE. Any questions on charge 77?

MR. RANDY PARKER: |'mready. Here we go.

MR. FALAHEE: Yeah, right.

MR, DRAKE: No, this is Conm ssioner Drake. No
question, but a conment. Geat, great job, great work.
Because | definitely appreciate the difference in sone of
the conplexity of these scans.

MR. RANDY PARKER  Yep.

DRAKE: So nice work.
RANDY PARKER:  Thank you.

? DD

DELANO |I'mgoing to be redundant and say the
same thing. |It's remarkable and |'mgrateful for that.
It's an incredible amunt of work that | know falls on |ots
of people's shoul ders, especially yours. So good, good job.
MR. RANDY PARKER: Thank you. Appreciate that. |
al so appreciate -- | want to call out the Departnent's
I nvol venent in those discussions because they were very
hel pful in providing very good feedback for us as to how the
| anguage needed to be laid out within these standards. So |
real |y appreciate the Departnent’'s invol venent as well.
MR FALAHEE: Next charge. Charge 8.
MR RANDY PARKER. Al right. So charge 8 was to
review the CON standards and consider if changes are needed
to inprove the access for MRl in rural and mcropolitan

statistical counties. So the workgroup recommends
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I ncorporating "sole community hospital" into the nultiple
sections of the standards. The sections are listed out. |
graciously will not go through themall. You can see those
there. But essentially the rationale behind that was to
hel p just increase, help change the inprovenent of M
access at sole community hospitals, nost of which are

| ocated in those rural counties. And so these charge --

t hese changes also mrrored the | anguage in the surgical
servi ce standards.

MR FALAHEE. Thank you. Yeah, this is a very
detailed report which means there was a great deal of
detailed work that went on in this workgroup and this is
just the, the tip of the iceberg. So thank you to you and
everybody else. It's wonderful.

MR. RANDY PARKER: Absol utely.

MR FALAHEE. Any questions? Any public conment?

MS. STANTON: Before we do go to the public --
this is Tiffani -- to Conm ssioner Cuido-Allen's point,
they, they did discuss the, the charge 6. So the Anerican
Col | ege of Radiology, that is kind of where they actually
did find that termaround. It does include the nurse,
regi stered nurses.

MS. GUI DO ALLEN. |'m asking about CMS.

MR. FALAHEE: CMs. It's, it's --

M5. STANTON: (Ckay. So it's nore than just the

2 ESQUIRE

800.211.DEPO (3376)

DEROSITION SOLUTIONS EsquireSolutions.com



© o0 ~N o o B~ wWw DN

N I N N N N T e e i e o
g N W N P O © O N O U M W N P O

MEETING March 13, 20
CERTIFICATE OF NEED COMMISSION

25
67

M5. QU DO ALLEN.  Yeah.

MR FALAHEE: Yeah, it's the, --

M5. STANTON:  Ckay. Fromthe April 2024.

MR FALAHEE: -- it's the conditions of
participation established by CM5 that are critical when
you're in the hospital world.

M5. STANTON: They're a | ot deeper.

MS. GUI DO ALLEN: Yeah, and very difficult to

find.

M5. STANTON:  Yes.

MR CONNCLLY:  Yep.

MR RANDY PARKER:  Sonething Iike 1,000 or 1100
pages, | think

M5. STANTON:  Yeah. Plus.

DR FERGUSON. | guess in ny opinionit's, it, it
Is CM5, but there's also a what do we think is right for
patient care and patient safety. W need to be at |east as
tight as CM5, but we're allowed to have even higher
standards than CV.

MR FALAHEE: Yes, we are.

MR EASTER. W do have one public conment from
Abby Burnell fromMCall Hamlton in regards to charge 1 and
6.

MR RANDY PARKER:  Thank you.

MR. EASTER.  Thank you
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ABBY BURNELL

MS. BURNELL: Good norning, everyone. Abby
Burnell with McCall Hamlton and | will be brief. | just
wanted to add sone additional context to charges 1 and 6, of
which | both participat ed.

For charge 1 you had asked about the ACGVE
certification stating only the -- maybe the owner entity
hospital name, and there was some concern that there m ght
not actually be patients participating in the program but
themstill getting the .015 credit if the owner entity is
listed on the AC-, ACGVE certification. And it was the
intention of the group that it is only facilities and
hospitals where the residents are actively participating in
the care of the patients. And so we did wite the
definition that way. W added |anguage to say "engage in
the care of the patient including protocoling, interpreting
of studies.”" And then you denonstrate that by show ng that
either that site or the owner site is listed on the ACGE
certification. But it would be up to the facility to be
honest and truthful that there are patients -- participating
In the active care of patients. And so it was the intention
that it would be active care. Happy to answer a question
about that if there is one.

MR FALAHEE: A question |'ve got, Abby. Wen you

say "engaged in," once -- one day a year? |s that engaging
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in?

MS. ABBY BURNELL: Good question. Very |awyer
question of you. W can -- we didn't set a standard. |
think the expectation of it was regular engagenent, but we
can circle back to -- Henry Ford led charge 1, so we can
circle back to the | eader of the subgroup and, and see if we
can fine tune that for you. But it was nmeant to be regul ar
engagement. It's just that especially with residency
progranms, they're not always physically |ocated at every
single ancillary site. They mght be at the nmain hospital,
but | regularly do the scans for Sparrow |onia even though
|"mnot |ocated there physically.

MR. FALAHEE: Maybe that can be submtted during
public comrent if the notion --

M5. ABBY BURNELL: Sure. Makes sense.

MR FALAHEE. -- talks about that. Ckay.

M5. ABBY BURNELL: And then if there's nothing
el se on charge 1? Charge 6 | wanted to briefly just say |
don't believe that we discussed the CV5 regul ations,

Commi ssioner CGuido-Allen. W specifically |ooked at the ACR
recomendation. | think there was -- if it's not in CM5, |
think there was some hope that it mght be comng and we

m ght be ahead of the gane not having to change the
standards afterwards. But we can also kind of put the

brains back together on that subgroup 6 and see if we can
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up to be violating the COP.

MS. ABBY BURNELL: Under st ood.

MR FALAHEE: Any questions for Abby?

Thanks a | ot.

M5. ABBY BURNELL: Thank you.

MR FALAHEE: Any other comm ssion discussion? |f
not, I'Il turn it back to the Department before we tee up a
mot i on.

MR EASTER. No nore public commrent.

MR FALAHEE: No nore? Ckay. Al right. So we
have in front of us a very detailed report fromthe
wor kgroup. And, again, thanks to the people on the
wor kgroup.  Any conmi ssion di scussion about it? |f not,
based on the discussions we had, |I'll entertain a notion
with some, probably sone additions to that normal notion

DR MLEWSKI: This is Conm ssioner M| ewski.
"Il take the first stab here in a motion to, for the
Commi ssion to take proposed action on the draft |anguage
which will nove it forward to a public hearing and to the
Joint Legislative Conmttee with a specific request for
public comrent on charge 1 on the best way to identify
training facilities and whether nodifications are needed to

the existing lang-, proposed | anguage, as well as to charge

CERTIFICATE OF NEED COMMISSION 70
get sone additional clarity and answer for you.
MS. GU DO ALLEN. | just don't want to set anybody
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6 with specific feedback on the |anguage related to
I nclusion of registered nurses and whet her that neets CMS
gui del i nes.

DR ENGELHARDT- KALBFLEI SCH:  Conmi ssi oner
Engel har dt - Kal bf| ei sh.  Second.

MR. FALAHEE: Thank you very much. Any
di scussi on?

DR DELANO I'd like to -- I"mnot sure the
right -- | fully endorse what you said, but I1'd like to also
have charge 4 be brought up for a simlar consideration as
we | ook at OR space and if there's financial inplications of
that at |east to be considered during the public conment
period within from froma cost as well as access
st andpoi nt .

MR. EASTER. Is that in relation to Cardiac Cath?

DR DELANO It's simlar. [I'mtrying to have a
parallel consideration for that because it's an OR device
that has OR charges. And if it can -- if procedures can be
done in other facilities cheaper, is -- are there -- is

there going to be a tendency to put patients to the OR
rather than to a | ess expensive route to have that done.
And a lot of that falls onto insurance | suppose, but --

MR FALAHEE: Yeah, it's -- this is Falahee. This
Is it sounds like simlar to the concern we had with Cardiac
Cath --
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DR DELANO Exactly.

MR FALAHEE: -- and using an OR for a cardiac
cath procedure and how that is billed. Simlar billing
| ssue; correct?

DR DELANO Overall cost of care issue, yes.

MR FALAHEE: Right. Gkay. And so this on MIs,
It sounds |ike the same concern, issues, question?

DR DELANO Yeah. |It's a procedure that's done
In a machine that's in a space that you want to utilize to a
greater extent rather than have it sit idle, but the added
cost for that patient may be considerably higher.

MR FALAHEE. Right. And so if | understand you
correctly, Conm ssioner Delano, what potentially an addition
to the notion to say we woul d al so wel cone comment regarding
charge 4 on whether this will increase patient cost by using
nonsurgi cal diagnostic studies performed on an MRl unit,
and the billing for those procedures.

DR DELANO Thank you for your re-wording.

That's good.
MR FALAHEE: Just try to make it sinmple --
DR DELANO Educate ne.

MR FALAHEE. -- and so the people that are
| ooki ng at what we deci ded know what we expect public
comment back on. If, if, if, if those that support -- made
the notion and supported it, | could -- | think we could
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take that as a friendly anendnent if they agree.

Comm ssi oner Drake?

MR DRAKE: | want to ask a clarifying question on

both the MRl and the cath [ab. So let's presume on the cath

| ab side | have a OR/cath lab and | also have a cath lab
If | do the cath procedure in the hybrid room does that
count in OR volume or cath |ab vol ume?

MS. BHATTACHARYA: So the CON standards say you
can either count it as a cardiac cath procedure or a

surgi cal case. You cannot count it as both. Now the

standards and the Departnent do not dictate how to count it.

It's left to the providers depending on the nature of the
procedure perforned.

MR DRAKE: So, for exanple, an MR, if | can do
the same procedure -- to his point -- inthe ORor in the
regul ar MARS suite, how does the IMRI volune count? Is it
the sane count for those? If | do theminthe OR is it a
MRl count or no?

MS. BHATTACHARYA: No. So, so a hospital have
their diagnostic MR scanners, right, the fixed MAIs in the
MR suites. IMI is the special MR scanner that is not
i ncluded in your diagnostic MR scanner count.

MR DRAKE: (Ckay.

MS. BHATTACHARYA: So when this MR scan is being

performed in the ORor in an adjoining room it is counting
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as a volune for the IMR wunit, not for your diagnostic M
scanner.

MR DRAKE: (Ckay. It doesn't solve your billing
I ssue, but at least it's being counted in the right place
for MRI.

DR DELANO And |ast, can you clarify for ne? |
don't believe we really need to -- there aren't standards
that require certain volumes on IMRIs. So thereisn't a
procedural -- so the only notivation would be to free up
your --

MR. DRAKE: Correct.

DR DELANO -- fixed scanners that you can
optimze their use rather than have prolonged all day |ong
procedures under anesthesia, that sort of thing.

MR DRAKE: Correct.

DR DELANO So -- all right. Thank you.

MR FALAHEE: So let me ask if Conm ssioner
McKenzie (sic) will agree to a friendly anmendment.

DR MLEWSKI: This is Conmm ssioner MIewski and |
wi Il agree to anend addi ng the | anguage proposed by
Commi ssi oner Fal ahee around conments related to charge 4.

DR, ENGELHARDT- KALBFLEI SCH.  Commi ssi oner
Engel har dt - Kal bf | ei sch.  Second.

MR FALAHEE: Conmi ssioner Ferguson?

DR FERGUSON: A proposal hopefully viewed as
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friendly. Wth respect to the ask around charge 6 and the
use of registered nurses and the check with CM5 regul ations,
| woul d ask, you know, some version of just as the
appropriateness of the use of RNin a situation per CVS
gui del i nes and ot her safety considerations. | would just --
|'d like to open it up beyond sinply to CM5 if you're open
to that.

DR M LEWSKI: Conmissioner MIlewski. Agree with
addi ng the additional |anguage around safety considerations.
DR,  ENGELHARDT- KALBFLEI SCH.  Commi ssi oner

Engel har dt - Kal bf | ei sch.  Agree as wel |.

MR FALAHEE: O her comments, friendly amendments?
It's -- no, the fine tuning is great. Gkay. W have a
motion on the floor. Al those in favor please say aye.

ALL:  Aye.

MR FALAHEE. AlIl those opposed? That notion
carries. Thank you very nuch.

(Wher eupon notion passed at 11:09 a.m)

MR FALAHEE: |1'mgoing to keep noving on. Al is
hopeful. Next one, Lithotripsy Services. And I'll turn it
over to Tiffani.

M5. STANTON:  Yes. Geat. Thank you. kay. So
at the January 2025 CON Conmmi ssion neeting, the Departnent
was charged with some technical edits including the

technical edit for the 30-day | anguage that is being added
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across all standards. |In addition, the Department is adding
a technical edit to the Section 4 to include the term
"renewal of |ease" as defined in Section 2. A copy of the
draft is included in your electronic binder. W have not
recei ved any public comment today from any organi zations.
Proposed action fromthe Comm ssion wll require a notion,
second, and a vote. The Conmi ssion's proposed action will
move the |anguage to a public hearing and the JLC, and the
report for the final action will be brought back to the
Commi ssion at the June Comm ssion neeting.

MR FALAHEE. Thank you. Any questions of
Tiffani? And confirmng no cards then; right?

M5. STANTON:  Correct.

MR FALAHEE. Thank you. Any discussion? If not,
a notion?

DR M LEWSKI: Conm ssioner MIlewski. | would
make a notion that the Conmi ssion nove forward the proposed
action on the | anguage, and that the draft go to public
hearing as well as to the JLC

MR FALAHEE: Is there support for that notion?

MR VELEZ: Comm ssioner Velez. Second that.

MR FALAHEE. Thank you very much. Conmi ssion
di scussion? Al in favor of the notion please say aye.

ALL:  Aye.

MR FALAHEE: (pposed? Al right. That notion
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carries as well. Thank you.

(Wher eupon notion passed at 11:11 a.m)

MR FALAHEE. Thank you all very nuch. It's a |ot
of details to get through those three agenda itens, so thank
you. Let's nove on then to legislative update. Justin,
pl ease?

MR EASTER. W are nonitoring bills and there
have been none introduced pertaining to CON

MR FALAHEE: We |ike those short reports. Thank
you. Admnistrative update. Mrcus, begin with you,
pl ease.

MR CONNCLLY: Yes. Just want to give an update
on the Heart, Lung, Liver. Everything is going well as of
right now W have two nore neetings to finalize the
| anguage, but not hing has come up so far that's anything
that's contentious. So we'll keep you posted on that at the
June neeting. For Psych Beds, we're down to one | ast
meeting and we're also in the process of finalizing the
| anguage, and we'll vote on that this next week, a week from
today. County designation, that is really going well. The
chairs have done a really good job of formulating a plan to
I mpl ement the new county designations. W wll neet
potentially one nore tinme. We'Ill see how that final neeting
goes and if we need an additional, but that's going well.

So we'll just see how that goes, the last meeting. And we
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have started the CT nom nations, and we're currently getting
feedback fromthat. |Is there any questions?

MR. FALAHEE. Geat. Thank you, Marcus. Tulika,
we'll turn it over to you

M5. BHATTACHARYA: Thank you, Chairman Fal ahee.
This is Tulika Bhattacharya. So | amgoing to -- |'m not
going to read fromny annual report. | wll just touch up
on some of the highlights. But | want to start ny
presentation with a note of appreciation for the CON
eval uation section teamand Marcus's team Excellent job
for one nore year.

So if you ook at page 5 of the report? Just in
summary, how was FY 2024? W processed 255 letters of
intent, 189 application resulting in 195 proposed deci sions,
and approval of alnost $2.7 billion dollar in new capital
expenditure for Mchigan's health care system There were
al so 66 anendments processed and as part of our annual
survey, we surveyed 1,099 health facilities.

So out of the 255 letters of intent, 100 percent
were processed within the 15-day tine frane, and 49 of them
I ssued a, a -- received a waiver fromreview because the
projects were not reviewable. O the 193 applications
recei ved, 99 percent of those were processed within the
15-day deadl i ne.

Now, another thing | wanted to bring to your
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attention in table 4 we always, you know, we say we are on
time in issuing our decisions. W are just not on time, we
doit in less anmount of tine than allowed by the

| egislature. So for a non-substantive review, the average
was 34 days versus 45 that we have, for substantive 98 days
versus 120 nax days, and for conparative 92 days instead of
150. W al so received four enmergency CON applications
compared to hundreds during the pandemc, but it's -- and
that's what we want to see, not too many energency CONs.
Then another, so in table ten out of the 190 final decisions
there were 161 approval, 29 approvals with conditions, and
no final disapproval this year. |If you |look at table 11

| i ke the conparison of activities, you do see there is a
decline in terns of nunber of LOs and applications, but in
terns of decision, we are about the same conpared to |ast
year.

Another table that we like to present which is
table 13 which tells you Iike what was the new capacity in
| ast year's cycle. So just some of the exanples, there was
one new cardiac cath service for new cardiac cath |abs
approved; eight new surgical services facilities neaning
FSOF/ ASC, no new hospital surgical service, but 42 new
operating roons, no new hospital, but 192 new hospital beds
to a high occupancy. But when it cones to psychiatric

facilities, mainly due to the special pool of beds that are
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In the standards now, there were three new psychiatric
facilities and 179 new psychiatric beds were approved.

And then finally table 16 is the revenue and
expense report to the CON Conmssion. W didn't quite nake
it to 100 percent coverage for our expenses, but our budget
tells us we are, we are still in good shape.

And t hen kudos to you, a long Iist of CON
Commi ssion activity and I'mnot going to read through them

MR FALAHEE: You could try but we would tell you
to be quiet, so, no. Beth?

MS. NAGEL: |If | could just take one second here?
You know, in -- |'ve been in state government a long tine
and | have seen many, you know, public facing services that
we have in state government. | have never seen one that
runs this high volume with this efficiency. This teamis
really fantastic. Their dedication to | guess I'll call it
customer service is really second to none. It, it -- you
know, that, that |1've seen anyway. | nean, |, | really just
can't say enough how proud | amof the work that they do and
just so grateful for Tulika and her |eadership in making it
all happen. And | think this report does a really great job
of highlighting just how nuch they do on an annual basis.

MR. FALAHEE: You took the words right out of ny
mouth. This is Falahee. |'ve been working with the CON

Departnent since the 1980s. This is a great teamled by a
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very, very good leader. | don't always |ike what Tulika
tells me, but | always know whatever she tells ne, darn it,
it's right. So kudos to the whole Departnment. TuliKka,
continued great work even with the change in people within
the Departnent. So really this, this is just a snapshot of
what goes on and | thank you very nuch

MS. BHATTACHARYA: Thank you. And | take it on
behal f of my team Wthout theml, | amnot doing anything.
It's just really them And, and special thanks, | have to
mention one person's nane, Ashley Mayor. Credit goes to her
for conpiling this report, and truly is thanks to her.

The ot her announcement | had for Commi ssion
menbers and for the applicants or providers, excuse ne. So
this year the Departnent is planning to do the statew de
conmpliance reviews for Open Heart Surgery services and PET
Scanner services. So there are 33 hospitals with adult
services and one with pediatric only for Qpen Heart Surgery,
and for PET Scanners, there are 10 nobile networks serving
91 host site locations and there are 12 fixed sites. So we
will take a | ook at their CON standards approvals, project
delivery requirements, their data reported to us. W wll
send out the questionnaire for the mssing items that we
don't collect through the annual survey, and then once we
have our assessment, we wi |l probably schedule neetings with

themif we need to discuss certain things in their, in their
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review that came up, and then we will bring back the report
to the CON Conm ssion probably towards the end of the year

MR FALAHEE. Thank you. And for those on the
Commi ssion that aren't in the health care business, | can
assure you that the Departnent is very thorough when they do
their conpliance reviews. And if you mss sonething by one,
you Wi ll hear fromTulika and the team And as she said,
they will then "discuss certain things" with those people.
So | can assure you that happens. Tulika, anything el se?

MS. BHATTACHARYA: No. That will be all. Thank
you.

MR FALAHEE. Any questions of Tulika? G eat
report. Thank you. Legal activity report. Carl?

MR, HAMMAKER: Hello. Well, first of all, thank
you, Chip, for your warmwel cone back. |'mvery glad to be
back. M -- there's a witten legal activity report in your
packet. It's fairly unremarkable. W don't have any
current litigation going on. Oherw se, nyself and the
fol ks from Corporate Oversight Division are always here to
assi st the Department and any of the CON Conm ssion nmenbers
with any questions you may have.

MR FALAHEE: Any questions of Carl? Geat.

Thank you very nuch. Any other public coment at this
poi nt ?

MS. TUCKER: No additional public conmmrent.
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MR FALAHEE: (kay. Thank you very nuch. Review
of Comm ssion work plan. Tiffani?

MS. STANTON: Yep. Sanme as what we had in
January. W were able to start the CT nom nations, so
everything was how we presented in January noving forward.
We have no changes, so it |ooks the same as what we
approved.

MR. FALAHEE: So since there are no changes,
there's no need for any Comm ssion action then; correct?

M5. STANTON: | would still prefer if we could
just to approve it as is presented as no changes requested
by the Conmm ssi on.

MR, FALAHEE: (Ckay.

M5. STANTON: But, | mean, we are on track at
| east .

MR FALAHEE. Al right.

DR M LEWSKI: Conm ssioner MIlewski, | nmove to
approve the work plan as it was presented.

MR FALAHEE: Is there support for that notion?

DR ENGELHARDT- KALBFLEI SCH:  Commi ssi oner
Engel har dt - Kal bf | ei sch.  Support.

MR, FALAHEE: Thank you. Any friendly anendment?
If not, all in favor of the notion please say aye.

ALL: Aye.

MR FALAHEE: (Qpposed? That notion carries.
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Thank you.

(Wher eupon notion passed at 11:22 a.m)

MR. FALAHEE: Future neetings dates for those that
don't have themor need to be remnded: June 12, Septenber
18, and Decenber 4. Any other itens to come before the
Comm ssion? |f not, I'd entertain a notion to adjourn the
meet i ng.

DR M LEWSKI: Conmi ssioner MIlewski, motion to
adj ourn.

DR. ENGELHARDT- KALBFLEI SCH:  Conmi ssi oner
Engel har dt - Kal bf | ei sch.  Second.

MR FALAHEE. Geat. Thank you, everyone.
Appreciate it.

MS. STANTON:  Thank you, everyone.

MR CONNCLLY: Thank you

(Meeting concluded at 11:22 a.m)
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CERTI FI CATE

I, Marcy A. Klingshirn, a Certified Electronic Recorder
and Notary Public within and for the State of M chigan, do
hereby certify:

That this transcript, consisting of 84 pages, is a
conplete, true, and correct record given in this neeting on
March 13th, 2025.

| further certify that | amnot related to any of the
parties to this action by blood or marriage and that | am
not interested in the outcone of this matter, financial or
ot herw se.

IN WTNESS THEREOF, | have hereunto set ny hand this

25th day of March, 2025.

Marcy A. Klingshirn, CER 6924

Notary Public, State of M chigan
County of Eaton

My conm ssion expires: Mrch 30, 2029
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