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From: DoNotReply@michigan.gov

To: MDCH-ConWebTeam

Subject: October 9, 2013 Public Hearing Written Testimony (ContentID - 147062)

Date: Friday, October 11, 2013 9:20:33 AM

1. Name: David Westerlund

2. Organization: West Branch Regional Medical Center

3. Phone: 989-343-3236

4. Email: dwesterlund@wbrmc.org

5. Standards: CC

6. Testimony: West Branch Regional Medical Center is an 88-bed acute care facility in rural West

Branch, MI. Amending current CON rules and standards to allow the hospital to perform elective
therapeutic cardiac catheterizations (stents) would be beneficial for the community. More than 65
percent of WBRMC's patient base is Medicare patients (65 and older) and as people age their need for
health care services increase -- especially cardiac services. Current cardiac catheterization standards
force many of WBRMC's elderly patients to drive out of the service area to have cardiac procedures
performed.Amending the CON rule would not only allow patients to have this service performed without
leaving the service area but would save lives.

7. Testimony:
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From: DoNotReply@michigan.gov

To: MDCH-ConWebTeam

Subject: October 9, 2013 Public Hearing Written Testimony (ContentID - 147062)

Date: Thursday, October 10, 2013 3:15:54 PM

1. Name: Brian Witte

2. Organization: West Branch Regional Medical Center

3. Phone: 989-343-3790

4. Email: bwitte@wbrmc.org

5. Standards: OTHER

6. Testimony: Amending current CON rules related to as they apply to cardiac catheterization standards

is essential to allow hospitals with this technology but without open heart services to serve patients
closer to home. Although our hospital has the technology and the professional credentialed expertise to
provide cardiac catheterization services, the current rules don't allow for this because we do not also
provide open heart services. These rules are outdated given the current practice of these procedures
and force patients, most of whom are elderly with limited income, to travel long distances outside their
community to receive cardiac catheterization services. It is quite difficult for these patients both in
terms of the taxing effect of travel and the burden of travel costs. We have the means to perform
elective cardiac catheterization services locally. Please put the patients' needs and interests first and
foremost and change the rules to allow hospitals with ca

rdiac ca

theterization technology and expertise but that do not have open heart services to provide these
procedures.

7. Testimony:
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From: DoNotReply@michigan.gov

To: MDCH-ConWebTeam

Subject: October 9, 2013 Public Hearing Written Testimony (ContentID - 147062)

Date: Thursday, October 10, 2013 3:05:06 PM

1. Name: Joe Bell, RRT

2. Organization: West Branch Regional Medical Center

3. Phone: 989-343-3162

4. Email: jbell@wbrmc.org

5. Standards: CC

6. Testimony: | have been the Director of Cardiopulmonary Services West Branch Regional Medical

Center for over 30 years. During that time | have seen many positive changes in the healthcare that we
provide for the communities we serve including new technologies and services.

| believe it would be of great benefit to the patients in West Branch Regional Medical Center’s service
area as well as to the medical center if current CON rules and standards were changed to allow
hospitals without on-site backup open heart surgical services to perform elective therapeutic cardiac
catheterizations (stents).

There are many states that allow elective therapeutic cardiac catheterizations (stents) without on-site
backup open heart surgical services and studies have shown that the morbidity/mortality of patients in
both settings (hospitals with open heart cardiac backup and hospitals without on-site open heart cardiac
backup) is virtually the same.

Five years ago WBRMC installed a state-of-the-art heart catheterization lab. WBRMC has two full
time cardiologists on-site and several nurses trained in more advanced procedures.

The means and the need to perform elective therapeutic cardiac catheterizations (stents)
are at WBRMC......now it must have the CON rules and standards amended to do so.

I hope you will support these changes in the laws regarding this issue. | believe it will improve the
care we give our patients and their families by keeping them close to home for services they need. |
thank you for your consideration.

7. Testimony:
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From: DoNotReply@michigan.gov

To: MDCH-ConWebTeam

Subject: October 9, 2013 Public Hearing Written Testimony (ContentID - 147062)

Date: Thursday, October 10, 2013 2:40:29 PM

1. Name: Edward Napierala

2. Organization: West Branch Regional Medical Center

3. Phone: 989-343-3271

4. Email: enapierala@wbrmc.org

5. Standards: CC

6. Testimony: West Branch Regional Medical Center (WBRMC) is asking the Michigan Department of

Community Health to review current Certificate of Need rules and standards as they apply to cardiac
catheterization laboratories without on-site backup open heart surgical services.

As CEO at West Branch Regional Medical Center, an 88-bed acute care facility in rural West Branch, MI,
I feel amending current CON rules and standards to allow us to perform elective therapeutic cardiac
catheterizations (stents) would be beneficial for our community. More than 65 percent of our patient
base is Medicare patients (65 and older) and as people age their need for health care services increase
-- especially cardiac services.

It is unfortunate that current cardiac catheterization standards force many of these elderly patients to
drive out of our service area to have cardiac procedures performed.

In 2012, WBRMC transferred 92 patients with acute cardiac symptoms to hospitals with open heart
surgical services. Many of these patients could have been treated at WBRMC—close to the patient’s
home—if CON rules allowed hospitals without on-site backup open heart surgical services to perform
elective therapeutic cardiac catheterizations (stents).

There are many states that do allow elective therapeutic cardiac catheterizations (stents) without on-site
backup open heart surgical services and studies have shown that the morbidity/mortality of patients in
both settings (hospitals with open heart cardiac backup and hospitals without on-site open heart cardiac
backup) is virtually the same.

Five years ago WBRMC installed a state-of-the-art heart catheterization lab. We have two full time
cardiologists on-site and several nurses trained in more advanced procedures. So, the means and the
need are here......now we must have the CON rules and standards amended so that we can perform
these more advanced cardiac procedures.

Edward Napierala, FACHE
Chief Executive Officer
West Branch Regional Medical Center

7. Testimony:
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From: DoNotReply@michigan.gov

To: MDCH-ConWebTeam

Subject: October 9, 2013 Public Hearing Written Testimony (ContentID - 147062)

Date: Friday, October 11, 2013 11:14:19 AM

1. Name: Tom Oesch

2. Organization: West Branch Regional Medical Center

3. Phone: 1-989-343-3195

4. Email: toesch@wbrmc.org

5. Standards: CC

6. Testimony: It would help the patients in our surrounding area to be able to have cardiac stenting

procedures done at our facility. We have an elderly population and presently they have to travel over
an hour or more to get this procedure done. With two full time cardiologist's on staff, we have the
ability to perform these tests.

7. Testimony:
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From: DoNotReply@michigan.gov

To: MDCH-ConWebTeam

Subject: October 9, 2013 Public Hearing Written Testimony (ContentID - 147062)

Date: Monday, October 14, 2013 3:09:36 PM

1. Name: Annette Reeves

2. Organization: West Branch Regional Medical Center

3. Phone: 989-343-3280

4. Email: areeves@wbrmc.org

5. Standards: CC

6. Testimony: It would be of great benefit to the patients in West Branch Regional Medical Center’s

service area as well as to the medical center if current CON rules and standards were changed to allow
hospitals without on-site backup open heart surgical services to perform elective therapeutic cardiac
catheterizations (stents).

7. Testimony:
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From: DoNotReply@michigan.gov

To: MDCH-ConWebTeam

Subject: October 9, 2013 Public Hearing Written Testimony (ContentID - 147062)

Date: Tuesday, October 15, 2013 3:33:49 PM

1. Name: Laura N Vaughn

2. Organization: West Branch Regional Medical Center

3. Phone: 989-343-3210

4. Email: Ibradford@wbrmc.org

5. Standards: CC

6. Testimony: There are many states that allow elective therapeutic cardiac catheterizations (stents)

without on-site backup open heart surgical services and studies have shown that the morbidity/mortality
of patients in both settings (hospitals with open heart cardiac backup and hospitals without on-site open
heart cardiac backup) are virtually the same.

7. Testimony:
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From: DoNotReply@michigan.gov

To: MDCH-ConWebTeam

Subject: October 9, 2013 Public Hearing Written Testimony (ContentID - 147062)
Date: Monday, October 21, 2013 10:40:17 AM

Name: Dennis McCafferty
Organization: The Economic Alliance for Michigan
Phone: 248-596-1006
Email: DennisMccafferty@EAMOnline.org
Standards: CC
. Testimony: Our members, both business and labor, believe that reasonable geographic access to this
service in Michigan is already well established. Elective Angioplasty is currently provided at the existing
33 OHS program hospitals that are well distributed across the state and emergency Angioplasty is
available at 12 additional hospitals, most of which are located in higher populated areas. The just
approved Open Heart Surgical (OHS) Standards’ provision for initiating new OHS programs in Michigan
were not changed and it is highly unlikely that there will be any new OHS programs approved in
Michigan. The Cardiac Catheterization Standards currently only permit Elective Angioplasty to be
performed at hospitals with OHS programs. We would anticipate that this provision will again be
challenged by those hospitals in Michigan who do not currently have and are not likely to get an OHS
program but are very interested in the higher revenues generated by being able to perform

Electiv

e Angioplasty procedures.

ogakwdE

Our members have three concerns related to allowing additional hospitals in Michigan without OHS
programs being able to perform Elective Angioplasty:

(1) Risk to patients when immediate, on-site access to OHS services is not available,

(2) Recent clinical studies that suggest Elective Angioplasty does not offer any benefit in terms of
death, myocardial infarction, or the need for subsequent revascularization compared with conservative
medical treatment.

(3) The demonstrated potential for excess, inappropriate, Elective Angioplasty procedures being
performed on patients when many more hospitals are competing for the same or shrinking number of
patients in need of this procedure.

We do not see the need for this standard to be reviewed but, if there is significant public comment
supporting the need for a SAC to review this standard, we ask that the above three issues be included
in the charge.

7. Testimony:
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SPECTRUM HEALTHY

Spectrum Health System
100 Michigan Street NE
Grand Rapids, Ml 49503-2560

October 23, 2013

James Falahee, Chair

Certificate of Need Commission

C/o Michigan Department of Community Health
Certificate of Need Policy Section

Capitol View Building, 201 Townsend Street
Lansing, Michigan 48913

RE: Cardiac Catheterization CON Standards
Dear Mr. Falahee,

This letter is written as formal testimony regarding the CON Review Standards
for Cardiac Catheterization Services, which went into effect on February 27,
2012. Spectrum Health appreciates the opportunity to comment on these
Standards.

Although we support the current standards, we would like to offer the following
comments for your review concerning Michigan residents’ proximity to cardiac
catheterization services:

1. Access is not an issue with the vast majority of Michigan’s residents. The
existing 33 sites that are able to perform elective PCI and 12 additional
hospitals that can perform emergency angioplasty are well distributed
across the state so that geographic access is not a concern. By
concentrating the elective PCI cases at fewer hospitals patients can
expect to receive high quality services from physicians and staff that
perform a high volume of cases.

2. Currently the Cardiac Catheterization standards only permit elective
angioplasty to be performed at hospitals with open heart services (OHS).
It is anticipated that this provision will once again be challenged by those
hospitals who do not have, and likely will not get an OHS program, but
would like to perform elective angioplasty due to the higher revenues
associated with the ability to offer those services. We have concerns that
by allowing additional hospitals to perform elective angioplasty without
OHS programs that we will see unmanaged proliferation of PCI programs
at community hospitals within a few miles of each other that would dilute
volume and expertise raise costs and worsen rather than improve patient
outcomes. Without a proliferation of cardiac catheterization services in

10/25/13
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SPECTRUMHEALTH ¥

geographic area healthcare costs can be better managed and appropriate
use criteria more effectively monitored and enforced.

3. Nation-wide the number of cardiac catheterization cases is on the decline.
Fewer, not more, hospitals should offer cardiac catheterization services.
Recent clinical studies have suggested that elective angioplasty does not
offer any benefit in terms of myocardial infarction, mortality or the need for
subsequent revascularization compared with a conservative approach to
treating this patient population. There has been a demonstrated risk for
inappropriate elective angioplasty when many more hospitals are
competing for the same declining volume of patients who are in need of
this type of procedure. Such practice also has a direct and negative
impact on increasing the health care costs borne by the business
community that ends of supporting more capacity than is necessary.

Furthermore, in the most recent SAC session, the members of the Open Heart
Services SAC worked diligently over the course of six months to develop
comprehensive quality measures by which programs could be equally measured
as part of the Open Heart Standards. This commendable work is an important
step in the direction that we support for other CON Standards. Consistent and
uniform monitoring of program and operator quality is imperative as our
practices, technology and procedure mix changes. We would like to propose
that measurements using quality standards are included for the Cardiac
Catheterization Standards during the upcoming review.

Spectrum Health appreciates the opportunity to comment on the CON Review
Standards for Cardiac Catheterization Services. Anticipating that there will be
interest in initiating a process of review in the upcoming 2014 review period, we
will be pleased to participate in this process as appropriate.

Sincerely,

g b

System Regulatory Consulting Specialist
Spectrum Health

10/25/13
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Livonia, Michigan

TRINITY &9 HEALTH ‘ \/ CATHOLIC HEALTH EAST

(4

October 22, 2013

James B. Falahee, Jr., J.D., Chairperson
Certificate of Need Commission

Capital View Building

201 Capital View Building

Michigan Department of Community Health
Lansing, MI 48913

RE: Cardiac Catheterization Services
Dear Chairman Falahee:

CHE-Trinity Health Michigan would like to thank the Certificate of Need Commission for the
opportunity to comment on what, if any, changes need to be made to the Certificate of Need
Standards. We support the CON Commission’s dedication to assuring residents of the State of
Michigan have access to low cost, high quality health care resources. CHE-Trinity Health
Michigan operates 12 hospitals that provide care to an estimated 1 in 11 Michigan residents.

CHE-Trinity Health Michigan supports the continued regulation of Cardiac Catheterization
Services under Certificate of Need. CHE-Trinity Health Michigan believes the CON
Commission should review, or establish a workgroup or SAC to review the allowance of elective
angioplasty without onsite open heart surgery. Since the most recent Cardiac Catheterization
CON Standards Advisory Committee, the American College of Cardiology Foundation has
issued a consensus statement regarding Cardiovascular Angiography and Interventions that
supports the permissibility of elective PCI in sites without open heart surgery. In the summary
of this February 2012 statement, the ACCF affirmed:

““It is generally believed that elective and primary PCI are permissible in sites

without cardiovascular surgery, if there is strict adherence to national guidelines.”
2012 American College of Cardiology Foundation/Society for Cardiovascular Angiography and

Interventions Expert Consensus Document on Cardiac Catheterization Laboratory Standards Update;
Journal of the American College of Cardiology, Vol 59, No. 24, 2012

Other recent studies have shown similar support for allowing coronary interventions without
onsite surgery. Some of the summaries from these studies concluded:

PCI performed at hospitals without on-site cardiac surgery was non-inferior to
PCI performed at hospitals with on-site surgery with respect to 6-week mortality

and major adverse events at 9 months. Outcomes of PCI at Hospitals with or without On-site
Cardiac Surgery; New England Journal of Medicine, May 10, 2012

10/25/13
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This meta-analysis provides evidence that rates of in-hospital mortality and
emergency CABG surgery for primary and non-primary PCI are similar at centers

with and without on-site surgery. Percutaneous coronary intervention at centers with and without
on-site surgery: a meta-analysis; Journal of the American Medical Association, December 2011.

Compared with facilities with on-site surgical backup, the risk of hospital death,
non-fatal myocardial infarction, and need of emergent coronary artery bypass

grafting was similar in those lacking on-site surgical backup. Outcomes of nonemergent
percutaneous coronary intervention with and without on-site surgical backup: a meta-analysis; Journal of
Therapeutics, Mar-Apr 2011.

CHE-Trinity Health Michigan supports a change to the existing Cardiac Catheterization Services
standards to allow elective PCI in hospitals that have CON approval and have been performing
primary PCI without onsite open heart surgery services for at least two years. Specifically,
CHE-Trinity Health Michigan supports changes that would allow elective PCI in an adult cardiac
catheterization program that:

Has been approved for and has performed primary PCI for at least 24 months

e Demonstrates it is currently meeting all of the volume, quality and project delivery
requirements for its existing diagnostic and primary PCI program

e Projects a minimum of 300 procedure equivalents in the category of adult therapeutic
cardiac catheterizations based on data from the most recent 12-month period preceding
the application

e Participates in the NCDR CathPClI registry

e Agrees and assures that it will not perform transcatheter aortic valve replacements

CHE-Trinity Health Michigan is committed to offering its resources support this review process
and would be pleased to participate in a Standards Advisory Committee should the CON
Commission decide to establish one to consider this issue.

Respectfully, ,:__“ / -a.‘_ r/“. N
G O qpeiman
77 DU VAL
Garry C. Faja Roger W. Spoelman
President and CEO Regional President and CEO
Saint Joseph Mercy Health System Mercy Health West Michigan

Southeast Michigan Region

10/25/13
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etroHealth

To: Michigan Department of Community Health

From: Metro Health Hospital

Date: October 22, 2013

Re: CON Review Standards for Cardiac Catheterization Services

With regard to the CON Review Standards for Cardiac Catheterization Services, Metro Health
Hospital, like many other organizations in Michigan, continues to support the position that Section
3 of the Standards regarding the "Requirements to initiate cardiac catheterization services"
subsection (2)(c) should be eliminated for the reason that the medical scientific evidence no longer
supports the notion that on-site open heart surgical back-up capacity is necessary to protect patient
safety while undergoing therapeutic cardiac catheterization procedures. Specifically, since this
issue was last considered by the Commission, the American College of Cardiology has revised its
own standards to make clear that it does not believe that open heart surgical back up for such
procedures should be generally required. In addition, the attached clinical studies show that the
medical evidence supporting the safety of providing therapeutic cardiac catheterization services
without surgical back-up continues to mount.

To the extent that there remain, a small handful of services under the current definition of
"therapeutic cardiac catheterization services" where open heart back-up can provide value, we
believe that the standards of practice which exist within our state medical community will dictate
that such procedures only be done in appropriate locations and that the Commission does not need
to regulate such care. However, if the Commission desires to do so, a very limited requirement for
open heart back-up on site for health care providers who intent to perform these very specific
procedures could be left in the Standards while still eliminating the very broad requirement which
currenily exists.

Faiture to eliminate this requirement continues to harm communities and patients where an open
heart program either does not exist or is limited to only one hospital location. Patients are forced to
receive care in a way that is both inconvenient and more costly because of the need to travel to
multiple locations, secking care from different health care providers in a way that increases cosls to
both the patients and the institutions providing the care.

We appreciate the Commission's time to consider this information and to consider the necessary and
important change in these standards. Thank you.

10/25/13
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Amy Newell, Vice President, Corazon, inc., Pittsburgh, Pennsylvania

wHard to beliave that it has been a litthe over three years sinee our article, "A
‘State of the Union': Percutaneous Goronary intervention (PCI) Without On-
Sita Open Heart Surgery,” appeared in Cath Lab Digest in May of 2006.
Fortunately, much has improved across the country relative to access to life-
saving PCI, and in fact, regulatory changes are siili occurring acrosa the

country in response to the recent 2011 PCI guideline update’, even today!

Published in November 2011, the PCI guidelines elevated the claasification (from a Ciass
11l to a lib indication) and level of avidence supporting electlve PC! being performed ina
hospltal with open-heart surgery off-site (PCI with SO8). The sociefies have based their
|atest guidelines on the success and preliminary outcomes from the most recent national
CPORT-E trigl, and have considered other national studies such as a Mayo Clinic meta-
analysis,

31

wCorazon has found that, In reaponse o the 2011 published guidelines, Z
many individual state regulating bodies have begun to revise, or are in .
discussions o consider, revisions to their current PCI regulations. This is
not to say the process for offering PCI with SO8 will be any less difficult for o, ™
hospitale In those states, but perhaps having the medical professional N
societies as a champlon to drive change within a particular region will

http:/fwrww.cathlebdigest.com/print/7933 10/21/2013
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provide the support necessary {o impact change and uitimately sava the fives of patients
with acute myocardial infarction (M), Alsc, the promotion of elective PCI with S0S within
the latest guidelines can support the provislon of more timely aceess to care to those
patients reguiring coronary ischemic management.

Our experience across the United States continues to suggest a change in the perception
and ecceptance of PC1 with SOS. Many of our clients interested in offering this service will
firat ask, is it feasible and/or reasonable to consider such an expansion®? In addition to
making the busingss case, several critical program components must be taken into
consideration, such as physician commitment and expertigs, staff tralning and
competencies, emeargency medical support, the abllity to offer 24/7/365 access to the
sarvice for the acute M{ patient population, and the creation of a formal terfiary
relationship with an open-heart provider, just to name a few.

When truly considering these questions, many hospital administrators fully recognize the
obstacles they may face, whether they are challenges from the glate health depariment,
oppusition from cardiac full-continuum of care {inclusive of open-heart surgery)
competitors, or even the lack of aforementioned critical program componernits. However,
Increasing immediate sccess to best-practice care delivery for heart attack victims could
serve as the motivation for an official evaluation of program feasibility, followed by a
strategic plan for the expansion.

Despite the limitations, growing support to allow eiective PCI with off-site open heart
surgical support s sweeping the United States due fo cutcomes data that clearly proves
elactive PCl is just as safe at the community provider with SOS comparad {o tertiary
centers that pravide on-site open heart surgery. Of course, for the acuta MI patient
population, we cannot understats the evidence of primary PCI being first choice of
freatment and superior to thrombolytic therapy.

Corazon closely tracks the state activily of PCIwith SOS. Listed below are several states
that have endorsed varying levels of practice and in some cases, have begun to take the
necessary, afthaugh daunting, steps to affect change within their stata. Lef's look @cross
the country, amd more specifically at the east coast, recognizing that PCI continues to
ramain a hotbed of activity (Figure 1).

For several years, Mew Jersey has permitted hospitais without on-site apen-heart surgery
to offar primary PCI, though only 12 hospitals have been granted permission to offer
slective PC{ with S08, under the ausplce of CPORT-E trial participation. Recently, severs
New Jersey hospitats have developsd s consortium to engage the New Jarsey
Department of Health to creste revisions that will allow hospitals without on-site open-
heart surgery to provide elective PG without having to parlicipate in a national reglgiry,
and without limiting the *number” of elective PCI providers, Although New Jersey has
taken on this daunting task, it may take several months or even years, for the State o
come to 8 consensus allowing elective PCI with 808 to be offerad beyond those fadilities
currently providing services.

Pennsylvania Is a non-certificate of need {CON) state. This allows thuse hosplials wanting
to expand inio additional and often more advanced cardiovascular services such as opern-
heart surgery, to do so without a formal CON application that usually demonstrates
services based on particular need. As js commen in many non-CON states, Pennsylvania
doss have prohibitory depariment of health (DOH) codes limiting PCHwith SOSB, In 2001,

hitpy/erww cathlabdigest. com/print/7933 1072172013
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the Commonwealth of Pennsylvania was approached by many community providers
asking to offer PC! at their facilittes with 80S, After many mestings with officials st the
Commonwealth DOH and the engagement of legal suppori, ten programs were permitted
1o intiiate PCI as part of @ demonstration project to offer both amergent and elective PCI.
Thare were specific criterfa that sach selscted faciiity was required to meet, and specific
quality metrics that were collected and reported to the Commonweaith as part of an
independent settlemant agreement specific to each organization. In essence, the
Commonwealth was granting 'exceptions’ to the codes and no two agreements were the
same. It has been aimost 12 yaars since these programs began offering PCI services and
thousands of successful outcomes have been recorded. One must ask, "Has the burden
been met?” In 2008, the Commanwealth was once again chalisnged by addifional
providers wanting to offer elective PCl with S08S. it responded by permitting those facitities
to commence services, However, in this particular subgroup, the facilities agreed to
participate in the CPORT-E study, and do so at thelr own expense. Recently,
approximately six of these providers have inftiated discussions with the Department of
Heaith to develop a standard for those currently offering PCI, both PGl with surgery on-
site and off-site, as well for those hospitals considering expanding acute Mi services to
include elective PCL. The Pennsyivania DOH does recognize the recent changes
published by the professional societies. The DOH will be working over the next sevaral
months with those hospitais to assure that standard care practices and guality review
processes are developed and maintained moving forward.

South Carolina has also recognized the revised 2011 PCI guidelines and is praposing the
adoption of those guidelines into thelr existing State Health Plan, and in fact, presented
the proposed changes to the States Health Plan in Movember 2012,

Alabama haz also proposed written changes ercompassing the same 2011 guidelines,
and has extrapolated physician and quality criteria diractly from the guidelines that must
he met In ordsr to provide this iife-saving service. The state has recently reported thst the
new language, which is now posted for pubiic comment, is availabie for review and
comment through Jenuary 2013.

The Maryland Healthcare Commission continuas to debate whether or not to it certain
geographic restrictions, as well address the recent PCI guidelines that would allow other
community-based providers without 3OS to axpand their services beyond primary or
emergent PCL

Qver this past year, Kentucky has drafted criteria and Is awaiting & decielon by the State
that will formally recognize and adopt these criteria into their current State Health Plan. A
decision was made 1o "maintain the current status® in November of 2012.

We continue to racognize those states, such as Georgla and Florida, that have rigen
above bureaucracy and stalemate politics, and have aflowed comimunity-based hospitals
to expand cardiovascular services beyond diagnostic services only. In these states, even
emergent PC! with expansion to slective POt with SOS services is being daveloped in
many communities. in Georgia, Corazon continues to act as a “third-party verifier,” and at
the request of the hospital, our team wilt provide an annual guality review to ensure PCI
providers continue to meet necessary program requirements, and in many cases, excel in
quality outcomes. Our team often receives information about the number Hves saved due
1o those programs' abllity to offer life-saving PC1 service.
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Most statas in the center of the country have little to no restrictions governing PGl at a
facility without on-site open-heart surgery, and this has not changed. However, there are
exceptions fo this nule.

in 2009, California, a non-CON stats, addressed elective PCi without 8GS by ellowing up
to six hospitals that met defined state requirsments to participate in an ongoing pilot
project. Those facilities approved to offer elective PCI had to meet the CDPH (California
Department of Public Health) written requirements/criteria.in addition, the hospitals had to
submit an application to be considered and selected fo participate within the piiot program.
The CDPH will look at all aspects of the pllot programs from costs, safaty, and quality
outcomes. In addition, the department (af their discretion) has indicated that it may charge
the pllot facilities a fee for oversight, should it be deemed necessary from a funding
standpoint. The California pliot program end date is scheduled for January 2014, at which
time, the COPH wiil evaluate and determine the future of PCI with S0S in California. The
Department will submit a written report 90 days after the completion of the pilot program,
and then decide whether or not additional programs wanting fo offer PCI without 808 will
he permittad.

Although changas continue fo occur acress the United States reganding PCi without open-
heart surgery on-site, we cannot understate the value of developing a solid plan for any
program expansion. Careful planning and continued market surveiliance, coupled with &
savvy administration and collaboration among physiciars, clinicians, and future pariners is
no doubt “mission criical” for a successeful program expansion. We continue to
recommend that any program looking to expend cardiovascular services to PCI submit o
the American College of Cardiology (ACC)-National Cardiovascular Data Registry (NCDR)
CathPCl Registry, Not only does participation in the Registry provide an organization with
henchmarking opportunities, but it will continue to drive national recognition and quality
excelience among other providers. In many of the states above, existing or propesed
criteria includes mandatory participation in the ACC-NCDR National Registry.

As many community-based providers consider expansion to PCl with SOS, and given all
of the recent literature supporting its safely and efficacy, we should perhaps no longer
debate whether the burden has been met, but rather move forward, considering the
positive impact of these changes to programs across the country, especially in terms of
improved access 1o life-saving care for the patients who need it most.

Amy Newell is a Vice President at Corazon, Ing., focused on strategic program
development for the heart, vascular, neuro, and orthopedic speciafties, offering consuffing.
recruitment, Inferim management and physician practice & alignment services. To leam
mors, Visit wyw.corezoning.com m or call (412} 364-8200, To reach Amy, emall

I

sneweli@icorazoning. corm m
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Outcomes of PCI at Hospitals
with or without On-Site Cardiac Surgery

Thomas Aversano, M.D., Cynthis C. Lemmon. R.M., B.S.N. M5,
and Li Liy, M., for the Atlantic CPORT Invastigaiors

ABSTRACT

BACKGEDUND

Performanes of percutaneons coropaty Intervention (BCI) iz vswally restricted to hos-
pitals with cardisc surgety on slte. We conducted a noniafeclodry trial to compare the
outcomes of PCL performed at hospltals withont and those with on-site cardiac
surgery.

MATHEDE

We randomly assigned pacticipants to undergo PCL at 4 hogpital with or without on-
site cardiac surgery. Batients tequiting primary PCT were excluded. The trial had
two primary end points: S-week mottallty and 9-month incidence of major adverse
cardiac avents {the composive of death, Qwave myocardial infarction, or targeivessel
revesculerization). Neninferiocity marging for the tisk difference were 0.4 percant-
sge points for mormlity 2t 6 weeks and 1.8 perceniage points for major adverse
cardias events at 9 montha.

REIULTS

A total of 18,867 patients were randomly assigned in a 3:1 ratio to undergo PCI at
2 hospiral withour on-site cardiar surgery (14,149 patients) or with on-site cardiac
surgety #4718 patients). The G-week mortality race was 0.9% at hospitals withow
on-slte surgery versus 1.0% at those with op-site surgery (difference, -0.04 percent-
age points; 5% confidence katerval 1CI), ~0.51 to 0.23; P=0.004 for naninferioriry).
The 9-moneh xates of majar adverse cardise events were 12.1% and 11.2% gt houpi-
tals withoutand thoas with on-sice surgery, raspactively (diffevence, 0,02 percentagn
poin; 95% C1, 0.04 to 1.80; P=0.05 for neninferivrity). The mate of rarget-vessel
revascularization was higher In hosplals without on-site surgery (6.5% vs. 5.4%,
P=00R).

CONCLUSIONS
We found that PCT performed at hospitels without on-site cardisc surgery was non-
Inferior te PCT parformed at hospitels with on-gite cardiac yurgery with respact to
mortality at § weeks and meor adverse cardiae everts at 9 roonths. (Funded by the
Cardiovascular Patient Ourcomes Research Team [C-PORT] participating sites;
ChinicafTrials.gov oumber, NCTOD549796.)
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FCTWITH QR WITHOUY OM-5ITE CARDIAG SURGERY

B POTENTIAL NEED FOR EMERGENCY

E cardiac surgary to eat complications relze

A, & tn PEICUTARECUS corpnary intervention
(BCI) suggests thar performance of PCI may be best
limited 1 hosplaia with on-slve cardise surgery.
Among Grintzig's first 50 FCI proceduzes, 10% of
patlents required emergency coronaty-areesy by
pass gmafting (CABG) Althongh the need for
emergency surgary subsequently diminished dra-
matcally (by 2002, the icidence was 0.15%%,
rongern about the safery and quality of PCI per-
forraed without the svailability of en-gite cardlae
surgery hes persisted. Mospitals in wiich PCI I
perfortned bot that do not have cardiac surgery
programa could have more adversa events and
poorer outcames for  number of reasons (Inchud-
ing iow institutione] volume of PCI procedures
and inexperienced ataff), in addirion to the nead
for emergency CARG,

Desplts these coucerns, many bospitals with-
put an-sice cardize surgery deseloped stand-alone
programs for the performance of primary BCLaf
ter studies showed that primary PCI was essock
ated with better puteomas then medicel therapy in
the rrearment of myoeardie! Infaretion wizh 5T-
segment elevation’ and could be perfommed salely
and effectively ar such hospitals.t Door-to-balloon
times mwy be shorver, apd cutcomes consequently
better, If primary PCI is widely available, It has
Fucther been suggested thax, glven the relatively
low voluze of primary BT procedures at some
hospitels, the addition of other PO procedurey
(including elective PCI and PCI for aewte coronary
syndromes without $T-segment elevation} could
help sustain and improve these programe.

1 additon, previous studiey have shown thar,
for patients with oette coronary syndromes pre-
senting to centers without 2ny revascularization
capability, appropriate use of PC1 and CABG i lim-
#ted and outcomes are suboptimal *? Buensglon of
PCE capability 1o such hospitals could improve ac-
tess 1o appropriste care, particularly In areas
whete recruitment and retention of eaxdlologisn
may be difficult® and trezement options for pa-
tlents ate [imired.

The Cardiovasculat Patient Outeomes Rasegreh
Team (CPORT) Non-Primary PCY (CPORT-E) (ol
al was designed to help address rhese issues.
CPORT-E was a randomized noninferiority trial
that compared outcomes of PCI procedures (ex
cinding prisnary BCY) et hospitals with and those
without on-glte cardiac surgery.

METHODS

STEHDY GERGN AND OVERTIGHT

Tha CPORT-E trial wer designed by the study chalr-
mat and the protocol-development commitne and
was funded rhrough financial support provided
by participating sites to the Johns Hopking Uni-
verglty and through in-kind support that inchuded
tha provision of local study coardinators at sach
sitz. There was no support from che makers of
2quipment nsed in catheterization laboratories or
of that ueed for PCY, The protoen! was approved
by sach participating hospital's institutiona) re-
view hoard and the Johns Hopking institurione]
revlew board, Data were gathered by Incal research
coordinators, reviewed for accursey by cencral
srudy eoordinators at Johns Hoplking, and analyzed
by the duthors. The sathors voueh for the secu-
racy and completeness of the duta and the analy-
sis and for the fldelity of this rapore to the zria!
protocal, which Is swailuble with the fill text of
this article at NBJM.org.

TREAL PARTICHPANTA
Pazlenes were eligible for participation in the wia)
if they presented for disgnostic cardiec catheter
Izacion at 1 of 60 participating hespitals without
on-gite caediae surgery located in 10 U8, scaies
{Maryland, New Jersey, Pennsylvaniz, Ohlo, Geor-
gin, Texas, Notth Caroling, Hlinois, Oregon, and
Alabama), During the trizl period, padents who did
uot underge randomization, whether or not they
met the inclosion criterle for the wial, weee Inclug-
ed [n & registry that recorded a Umited setof data
that exgluded identifying privats Information.

Patiens 18 years of age or oider with stable
coronary artery diseass or an acuts coronary syn~
dzome were included in the triel. Patients with an
seute myocatdlal infarction with ST-segment of-
evation were excleded, a5 wene thoss with an gjec-
tion fraction of lesa than 20% and thosze who re-
guired PCI of aa unpretecrad leslon in che left
main coronary armery. In additlon, Intezventional-
Ists coukd sxctuda any patfant whom they deemed
10 be at too high a risk for PCL For eech wial
partcipent, all lesiont requiring PCY had o be
congidored treatable at the hospim) without on-
slte cardlac suzgery before randomizstion. Parients
who had previously perticipated in the rrial were
excluded. Pull incluglon and exelusion criteria are
evailable in Table 81 in the Supplementary Appen-
dix, svallzble at NE]M.org.
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FARTICIPATING HOSPITALY AHD INTERVENTIDRALISTE

Inearventionalists were required to meet criterla
for comperency developed by the American College
of Cardiology {ACC), the Ametican FHeart Asso-
eiation (AHRA), and the Society for Cardiac Anglh
cgmaphy and Interventions {SCAL).? Participating
centers were required to have primgry $CI pro-
grams avallablz 34 hours per day, 7 dugs per week,
and to be capable of performing 200 PCI proce-
&ures annually. Most sites required & waiver from
the state department of health 1o participate. All
such walvers allowed for z firstyear PCI volume
of 104 procedures, Increasing to 200 in the sec-
ond yaar.

Bach site had 2 formal agtesmeane with 2 rerva-
ry-cate hosplral pariner specifying that the rertlary-
care Inscieution would sccept ernergency trans-
fers froin the enrolling site. However, participants
in the trial who wete rendomly 2ssigned to un-
dergo PCI ar 2 hospita] with mu-site surgery coutld
have the PG procedure at any tertiary-care hospi-
tal. A forsnal agreement with an advanced cazdiac
tife-support setvice capable of transportng pe-
tente requising Intraaortic balloon counterpilsa-
tion wag also required, with an antlcipated re-
sponse time of 30 minutes or iess.

Before commencing tecrulirment, gll participat
ing sites ware requlred to complets 4 formal PCI
development program. This program included the
development of detalled care plans and pathways,
order sers, snd logistics and the training of staff
In the care of patients undergoing PCL Detaile
of this program are gvallable in the Supplemen-
tary Appendix.

TAIAL FROCEDURES

Befors undergoing disgnostic cathererization,
studly pareicipants provided writren infocmed con-
gene. After cathatzrization, I PCT was raquired and
all legions were considered to be treatabls at the
hospital without on-site cardiac surgery, the par-
ticipant was randomly 2ssigned in 2 3:1 ratio to
ondergo PCI g elther the enrolling site (rithout
on-gite cardiae surgery) or another facility with
on-lte cardisc surgery. Rendomization: was per-
formed with the use of an autornated ealephone-
response system op a persite basis in randam
permuted blecks (of 4, B, ar 12). Padents whe
were considered to be at too high a risk accord-
b to the gtudy-sucluston ctiteris or in the judg-
ment of the treating physizian did not undergo
randomization but Instead underwent PCL, CABG,
or uther therapy a8 clinically Indicated,

Aftzr randosnization, all trial participants were
to undergo PCI according to thelr randomized
asslgnment. The timing of the index PCI procedure
dapended on Individual cuse acuity, the geed to
perform PCT on 2 different day than the visit o
the cacheterization labowmtory 1o minimize proce-
dural risk (i.e., steged procedure), and scheduling
and transporation constraints, buk the provedura
was to be performed as soan ge poratble for zach
participant. All treatments, deviees, and drugs
were adminisered znd laboratoty studies carried
out according to routine practice; no sperific PCI
protoeol was prascribed, However, the use of cut
ting belloons was limited 1o in-stent restencsls snd
atherectomy devices were not permitted at hospl-
tals withoue an-gite cazdiac surgery.

Participants were conincted by telephone (or
mail, If necessary) ot & weeks and 3, 6, and
o menths after study entry to identify edverse
events. Medical records required to docnment
idenified avents wers abtalned as naeded,

TRIAL QUYCQOMES

‘fwo copilmary outcomes were identified: ull-cause
mortality § weeks after the index PCI and the com-
poste rate of major adversa cardiac evants, inched-
ing death from all cagses, Q-wave myocardial
infarction, and target-vessel revascularization,
9 manthe efter the index PCI, Additional cutcomes
Included tha BCT success rate and the Incidence
of cardiac surgery, bleeding, stroke, renal feilure,
and any subsaquent revascularization,

Rxcept 28 noted, definitions of datu elements
followed those in the American Cellege of Cardi-
clogy Nations] Cardiovascular Data Registry mod-
ule on cardiac catheterization, varsion 3.02.%°
Qowave myorardial infarction was defined as the
devatopment of new Q) waves in any two contigu-
ous Jeads, Tergesvessel revapcularization wad de-
fined 25 any revasculacization intervention (PCI
or CABG) occurring in £ treated vessal stuny time
after the index Invervention, In randomly assigred
parcicipants who did not undergo 2n index #CI,
any revgenlarization wes considered o wmrget-ves-
se] revascularization. Bleeding wes defined as any
bleeding that required blood transfuslon, except
for rransfugions sssociated with cardiac surgery,
vascular sepair ipcluded thrambin injection, wl-
wrasound-guided compression, and sucgleal repalr.
Further dezalls of study definitions are avallable
in the Supplemancary Appeadix.

All evenes wope raporsed by the enrolling aie
to the centzal coordinating center 2nd were con-
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firmed by coordinating-venter staffwich che souree
medical records submitted. Decasionally, o review
of source documents resolted in the identifics-
clon of unreported events or the withdrawsl of
submicted eventa, A ceneral review comumlies
zeviewed elsetrocardiographle findings wihout
knowledge of the participant's randemized ag-
signment.

STATISTICAL ANALYSIE
The CPORT-R trial was designed as 2 noninferi-
orley triel. On the buzls of previous studies, the
6-week gil-cause mortality rate was egtimated at
0.8%12 and tha rate of major adverse cardiac
events &t 9 months was estimared at 22.0%.2v48
Norinferiority marging for the difference In event
rates were ser at 0.4 percentege points for the
G-week end point 2nd 1.8 petcentage polnts for
the D-month end point, With dual primary end
paines, the required number of participants fora
one-sided tasy for noninferiocity with an alpha
leval of 0.05 and a beta level of 0.80 was deter-
mined 1o be 18,360.

The primary outconze anslysls waa parformed
oa dara from the intentionro-treae population.
Asymptotic normal approximations to the sam-
ple proportions were used to generate confidence
intervals and P values for neninferloriy, Catagor-
ical varlabler wers compared with the use of
Fishar's exact test or n chi-gquare tese, A pet-pro-
weo) analyzis was also performed, which inckd-
ed only participants who underwant PCE at the site
to which they were assignzd. Alf sratlprical analy-
se3 were performed with the use of SAS software,
vergion 9.2.

Staves that required 2 waiver from the depart-
ment of health fur trial pardeipacion typleally
specified that the pardcipating hospitals shauld
stop performing PCI when il entollment was
caemplered. To aflow the creation of a follow-up
registry in these states, enroliment continued of
ter the recraitment goal of 18,360 participants was
reached. Ultimately, 18,867 participants undarwent
randomization,

REEULTS

STUBY POPULATION
Barollment began on Apeil 7, 2006, and ended on
Mgtch 31, 2011, During thst period, there were
99,479 patient visite for diagnostic catheterization
at the partivipating hospitals. Among the 76.1%
of patients who provided consent te participate,

21,165 were judged 1o require PCI after cathatar-
ization, and 18,867 underwent rendomization
{Big. 1). Bxeladed weres 2208 patienw (10.9%) whe
required PC but were Judged 1o ke at too high e
rigk for study participation, Reasons for the judg-
wient that the risk was too high are shows in Fig-
ure §1 [n the Sapplementary Appandix. Overall,
patients In the regisry had fewer risk fctors and
less severe coronary diseass than randomly as-
signed trial parleipants (Table 82 iz the Supple-
mentary Appendix),

©Of the puttents who underwent mndemization,
379 did not yndergo an index 2CL The properton
of patiants who did not underge an index BEI
was higher gmong partieipants assigned to hos-
pltale with on-site cardiac surgeey than among
those assighed to hospitals without en-gite sur-
gery, Reasons [ncluded raferrs] for surgicsd or
medical therepy and lesion resolueion fTable §3
In the Supplameneary Appendix). Crossovers be-
twaeen study groups were infrequent ot were mots
frequent among partleipaats madomly sssigned
to hospitals with on-sfie cordiac surgery (Flg, 1).

The baseline characreristica of the participants
are ghown In Table 1. There was 2 higher incl-
dence of prior BCI In participante randoraly a5~
signed to hespitals without cardiae surgery on
site, in addition, the rate of emergency catheter-
ization was higher, znd the rate of urgent cath-
ctertzations lower, among partcpanis asslgned
to haspitals with on-site cardiac surgery.

The median annual yofume of eatheterizations
per hinspital wae 130 procedures (imrerquartlle
wmnge, 99 to 216), The median annval volums of
primaty PCIs wag 51 procedures {{nterquartile
range, 35 to 74). The pardeipation of 12 hospitals
wag wrminated durfng the trisi becsuse of low
volume, Dats from these sites were included [n the
damz anglysis.

PROCEDURE CHARACTERIFTICS
A higher percentage of PCis were staged among
participenis aesipned to hospirals with on-aies cax
diae surgary then emong those sesigned wo hos-
pltals without on-site susgsry, prabably becausa
of the need for transfer {Table 2). As 2 result, the
number of visits to the catheterizarion laborarory
that wete needed to compleze PCI wan higher
smong participants essigned to hospirals with on-
site candlan surgery. In edditdon, drug-eluting stents
were used more frequently in hosphals whh on-
slta cerdiae surgery.

The rave of PCI fathire was lower among par-
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Figure 1. Enrolimant and Randomization of the Shudy Patients.
The pascentages for the patiants who withdrw or waes lozt te follovausp are bazed an the patlents 255igned to vn-
durgd pereutanacus coronery Intervention (PLi. CABG denotex corenary-astery bypass grafiing.
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ticlpants created at hospisals wikh on-site cardise
surgery {Table 2. Bmergency CARG was sssocirted
with high mortality but was rarely performad; i
was performed more frequantly among partici-
pants assigned to hospitals with oresite cardiae
stirgars. The incidence of unplanned re-cetheter
Eaatlon and BCI befors discharpe was greater ac
hospitals without on-site cardiar surgery.

QUITCOMES

At 6 weeks after the index FCI, 132 participants
assigned to hospitals without on-site cardise sur
geey had died and 46 participants assigned to

hospitals with on-site cardiae aurgery had died.
‘The event rutes in the rwo groups were 0.9% and
1.0%, respectively (difference in event rates, —0.04
percentage points: 95% confldence intereal 101},
—.31 10 0.23; P=0.004 for noninfedoriy} (Table 3).

At & moaths, there wete 1716 major adverse
cardiac evente in partivipants at bospitals with-
out on-site cardiac surgery and 529 such events in
patlents ar hospitals with on-site eardiac surgery
[12.19% vs. 11.2%; difference in event rares, 0.92
percentage poincs; 95% Ci, 0.04 1o 1.80; P=0.05
for noninferiority) [Table 3). There were no signi-
ficant ditferences In all-cause mortality or Q-wave
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PCI WITH OR WITHOUT ON-5ITR CARDIAC RURGERY

Tobls 3. Bassling Charsciaristies of tha Study Fatients @
— Bttt v o
Age—yr 6392118 £4.0412.0
Male sex = ri0, {36 2048 {63.9) 2070 (63.04
White race — ro. (9] 7 11,188 {74.1} 3778 ($0.1}
Riedical history = no. (%}
Hypertension 11,950 {#4.5) 4024 (35,3}
tiyperchelgstarolamia 11,367 {8L.3) 1865 (319
Smaking {cutrent or Formar} 4,718 (615} 2564 (52.8)
Tbetes 5,485 {38.5} 1868 (39.6)
Farnily hissory of CAD 7,730 (34.8) DY (55.6)
Henst filura 1,531 [10.5) HELY
Prior myocardial infurction 5,011 (42.5) 2030 (43.0)
Ptiat PCH: 4306 (31.4) 1410 (30.3}
Prlor CABG 1852 (33.9) 631 (13.4)
Prins strake or PYD 1447 (1.3} 268 {1R.4)
Angiographic findlngs at baseling
Oneveszn] CAD ~ no. (3) 5,097 {36) 1645 (34.5)
Twawasss] CAD = 2o, (36} 5,087 (36.0) 1741 36.9}
Threevesssl CAD — rio. () 3,954 4280} 1326 (2.1}
Left metn CAD — na. (%) 483 3.3 178 (3.8)
Graft disease = no. (%) 1320 (5.4) 456 (3.7)
Lokt ventricular sjection fraction — ¥ 54.2¢10.6 54, 3200.7
Procedure status ot Hime of cathetertzatlon —= no. (363
Eketive 10350 73.2) 3414 (724
Urgantd] 1,29% {73.3} 1137 (3.9
Ernergancyt 493 [3.5) 175 (3.7}
Cltricat stetus at ime of catheterization — so. (#)]
STEMI 390 (L8 WY
NETEMIE FATY [24.5) 1716 {25.7)
instable angina 5,196 (36.7) 1685 (333}
Stabls engina 1,011 (14.2) 636 {113}
Atypical chess pain 723 5.} 158 (5.7}
Othar 2,356 (16.7} 750 (16.3)

W Phap-mlnus vilues are masns &80, CABG denotes coraninpaetery bypess grafiing, CAD coronary aibery disazse,
NSTEM] non=ST-segmant elevation myeesrdial infasction, PCI parcatanpous coronery intervention, PV periphers]
yasculat diseuse, and STEMI ST-segrnent clovation mypcardial infarction,

4 Race waz salfrepored.

4 b8 for the comparisan betwten groupt.

§ For procadure statuy st dme of cathererization, dats were missing for 15 patienss tmated at hospitels without on-site
candlic sutgary and 2 patlents mested At hosplisls with onsite candiae sutgery. The defisitions for "urgent” snd "emer-

ney" were those uzaed i the American College of Cardletogy Mational Cardievescular Dits Reglstry module on cardh
at cathoterizrtion, varslen 3,02.1¢

Y P00l for the comparison between grovps,

1 Far clintonl status at time of cathaterzation, Jata ware missing for 2 patierss in each mudy group. "Other” includes
patiants presenting with haxet fadlure, srrhythomia, positiv strest fests, syncepe, and other non—chestpaln syndromes
an patients undergeing cardiovesculer sk a5 t before 1 noncartice surgleal procadure.
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Table 2. Characteristics of the Indax Provedura®
No On-Fite Cerdias C-Site Cardine
Chancteristic Surgery Surgery B Vaiue
BT staged — na.ftotal no. (3} 1652/14,010 (263} 308474533 {68.0) <000
Sknglevessel FLI <= no.ftotal o, [6) 11,212/14 010 (80.0} 371674318 {81.9)
Wuhtivesse! PCE— no.jtote! no. {36} Z917/14,010 (21.0) J0D2/4535 {22.3}
Ma, of cxthawrization lsboratery vigits needed ta complete index PCH 128 1n <0001
Mo, of daya from ramlomization w index PTL~— median (1QR) O3 1(D-3) <0401
Stent uga— rto.flotal no. (¥} 4L
DES only 16,074714,020 (71.5) 134374538 (3.7
BAAS only 279014010 (18.9) £7774538 (18.3)
Eot OES and BMS 59514,010 {4.3) 158/4433 (3.4)
Balloon only 550/14,010 ¢3.5) 16474338 (3.6}
PCY suecess — no. ftedal no. (%)
By patient} 0.007
Camplets succass 12,714/14010 {50.7) 414874538 (914
Pertial suttess B0B/14.010 (5.8} 25374338 (5.6}
Feitare 48234010 (3.4} 11344535 (2.5}
Py lestan} 0.04
Succest 1,884/21,292 (93.4) E409/6907 (34.1}
Faikire 1408/21,292 (5.8} 4DR/ERDT (5.5)
Emargancy aroceduras
Emergancy PCY = no.Jtotal no, (3} 13/14,010 {0.2) 514538 (0.1}
Dagth cazocinted with amargency POl — ne. of deathafiotal no. 323 (43} &
of emergency PCI procedursy (98}
Emergency CABG — fo.fbatal no. (34} 13714010 {B.4) 10/453% P.2) o1t
Death assoctuted with emergancy CABG — nn, of deaths/lotal o, 213 {15.4) 2410 {209)
of emesgency CABG procedures (%)

 Data are For il sandomly 36slgned patlents who underwent FC1. SMS denotes bare-metal stant, DES drug-thuting sient, and IQR Intatquir-

tile range.

4+ Staged PCH indicates thas PCI way pacfatened an & different day than the visit 10 the catheterization lubatrvioey to minimize pracedural rigk.
+ Thirty pstients (6 n hospials without en-site cardine surgary and 24 In hospitals with an-sfte cardias surgery) dld not have valid postproce.
dure daw. sveilable on coronary-nriery fow {azcording 1y the Theambelysls in Myocwrdiat (nfaretion [TIMI] acale, which ranges from 010 3,

with O Indicating ne flow
success by patient, Complote success was defined ax ¢ postpraceduze TIMI
trested lesluns, Pustizl wis fefinpd as 3 p

and ¥ normal flow) of pereeniage of residunl stenosis, These 30 patlents wese sxcluded from the amalysis of PCI
flow gradg of 3 snd rasidual stenasis not excesding 20% in aff
tasacedure TIMI Row grade of 3 and revidusd stenasis not sveasding 205 in at lenst one

{but not eb) trexted lesions, Faifure was dafined a3 ro trested laglons with & posiprocadune TIMI faw grade of 3 and residusl stenosis of
maosa than 209,

¥ Sucrexs by datian way defined as » postprocedure TiM! flow grade of 3 and residuul stermels nat exceading 20%. Fuilure was defined 21 p
pottprocedym TiMi flow grade of ess than 3 ar residuat fenesty of mara than 209,

1758

myecardial infarction betwsen the two groups,
but there was & slgnificant difference in the rate
of rarget-vassel revascularization -— §.5% ameng
parsisipants gt hospitals without on-zite ardiac
surgery versug 5.4% wmong those at hospitals
with on-site cardlae surgery (P=0.00).

Several exploratory anslysea were conducted
{Table 3). If CABG was not congidered to qualify
3¢ mrgeraesse] revascularization when it was par-

formed a8 an initial procedurs {l.e, for pastiel-
pants who dld nor vadergo the intended index
BCI), the rates of major gdverse cardiee events ar
% monthe among participants st hospitals with-
out and those with on-site cardiae surgery were
11.9% and 10.5%, respectively. [n per-prorocol
analyses (excluding participunts wha crossed over),
the dezth rares st & weeks were 0,9% and 0.8%,
respectively, and the rates of major sdverse cardiac

NEREL) MED IBSNY  AM.OeG  MAY IO 2013
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Tabls 4, Adverse Events,

Event

CABG

At

Emergrncy
Bleading
Vaseular rapalr
Stroke
Renal insuffictancy

Unplnned cathaterzation
Any subsequrr revescudsrization

£

Na On-Sie On-5ite
Cuiac Surgery  Cardiae Surgery
M= 14,1485 {N=4T18)

ne, (36)

88 (0.6
15 @1
456 (3.4)
52 (04}
4003
72 00.5)
€13 (4.3)
31N

62455}
10402
ELTER
20 {04}
502
0 P4}
130 {3.2)
127 @)

P Value

<000

A.003

9 Mo

On-Sive
Cardlac 5u
{N=4718}

No On-Site
Cardiag Surgery
[Pe~14,245)

he. [%)

P Yalue

218 {15}
130
754 5.3}
151 .1
37 (0.6}
181 0.9}

210 (34.9)
1200 (8.5)

07 03
1z
247 (3.2}
55 (1.2}
13 (0.5}
37 (0.5}
566 {12.8)
128 v

<0001

0,001
0461

———

1300

events at ¥ moaths were 12.0% and 10.8%, ve-
spectively.

CARG wat performed more frequently among
trial participants et hospitals with on-she cardiae
surgery than among partieipants et hospirels with-
out guch access (Table 4), The incidence of yn-
planned cetheterization at 6 weeke std 9 months
and the incidence of any subsequent revascular
ization at # months wete higher among partich-
peats at hospleals without on-slte cardiac surgery
(Table 4}

RISCUSSION

We comnpared clinical outcomes betwaen trial par-
ticipants undergoing PCI ar a hospitel with on-
site accass to cardiae surgery and participants un-
dergolng PCI at 2 howpital withour such socess,
We found that outcomes st hospitals without an-
site cardiae surgery were noninferlor to those at
hospitals with cardiac surgery on site, with re-
spect to all-cause moreslity ar § weeks and major
adverse cardinc events st 9 months. There wers
ne sighifleant differences between the two study
groups at 9 months with respect 1o vates nfdesth
er Q-wave myocardial infarction, but trial pucticl-
pants treated st hospitele withoot on-sfiz cardlac
surgety mors Sequently requited targesvessel ro-
vascuiarizasion,

The shoreterm resuls from this trial are can-
cordant with the findings in previous regisuy

stutlies and metg-analyses.’ ™ The Jongerterm
cutcomes are similar ro those in 4 smel] random-
ized trial of low-rizk BCI at twa hosphals * which
showed equivalent safery at the hospitals with and
those withonr on-site curdiac surgery but more
frequent tergetvessel revaseylaclzdrion ar 6 months
amiong participance erezted at the sites witheut
cardisc surgery.

The definition of targervesse] revasculsriza-
tion used in the CPORTE trial included any re-
vascularization (PCL or CABG) after the Index FOL
in additlon, for randomly assigned participants
who dlg not undergo 20 ndex PCH, zny subssquent
revaseulerization of the target vessel, whether by
PCI or CABG, was considered o targervassal re-
vasculzrization, The Inclusion of Initiel CABG #5
a targervassel revascularization is consistent with
the intention-to-txeat approzch, which is based on
randomized trearment agsignmants, regardirsg
of the rreatmant received, When CABG wag not
counced @8 @ targervessel revascularization in
these 1ria] participants, hospitals without on-site
cardlae surgery were Inferlor ro those with on-
gite qoress with raspact to the rare of major ad-
verse cardigc events a7 3 months (Table 3) The
per-protacel analysie alse showed 2 higher rare of
major rdverse cardlac events in hospials without
on-site eardiac surgery. These differences are small
znd within the sange of noninferlority marging
uged in recenr comparstive trisls of stent types,
from 1.5 percentage pointe (relative diffarence,

NIHGL) MED ABS[TY  NESORD MY 10, 207

Fhie Now Englend Jounsl of Mediting
Downloded from roka.ag by BRIC WALCHAK on October 21, 2013, For porsonat use caly. Mo ollor veos without pormission.
Copyright 5 2017 dessachuscity Motical Sacicly. All clphis ressrved.

10/25/13

Page 27 of 52



Octf232013 12:18:28 AM

Certificate of Need Public Comment Period Testimony: Cardiac Catheterization

Metro Hesith 818-252-5807

FOI WITH OR WITHQUT ON-FITE CARDIAC SURGERY

19%)% to 3.5 percentage points (relative differ-
ence, 43%).%

in all analyses, the rate of targetvesse! vovas-
cularization was higher among participants who
underwent PCI at & hospita) witkout eardiac sur
gery on-sie, regrrdiess of the definition of wrger
vegsel revesrularization and vegardless of stent
type. The reason for this is not clear from the
current study but may reflect a lower initfal sue-
cers rate and 4 more conssrvative spproach by in-
terventionslists practicing at refatively inexperi-
enced centers thar bepgan PCl programs only as
part of the CPORT-E telal,

‘Thete are a number of importent Himitations
arislng from the design and conduc: of the
GPORTE trial, Participants were carcfully select-
ed and were excludad if they were deemed o be
at high risic It i§ possible thar the population stud-
fed is differsnr from the general population re-
quiring I, altheugh a comparisen of baseline
characteristics with those reported in the Naional
Camdicvaseular Date Ragistey™ suggests thar this

pendix). For outcomes of PCI at hospitals with-
out on-gite cardize sorgery to be similar 1 those
at hogpitels with onsive cardias surgery, it may
be necessary for such centers to partleipate in 2
formal PGI devalepment program and for inter
venelanalists who perform the provedures to mast
the criteria for competenry devaloped by the ACE,
AHA, and SCAL,

In summary, the CPORTB trlal comnpared che
chinical outcomes of BCT performed at hiospltals
with accesx to on-site cardize surgery wich oue-
comes of RO pecformed at hospitals without such
access. Outcomes gt lioepitals without on-site car-
dige surgery were noninferior ro those at hospl-
tnls with cardiac surgery on site, with raspect to
all-ceuse mortalizy at 6 weeks and major adverse

cardiac eveaty ac § months.

Diaclanrs forms provided by the muchors wze eeaitable whiy
the fixd] text of thin article xt NEJM.org.

Wa thank jynnet Thrabassi for hdphg to teke CPORT from
Iatdal toncapt to rcalhy, Willium Welnwanh for his tronghbefl
advica dasing tha prepacation of his iot, nid Makjorks
Aversang and Konnorh L Soughman for thefr seifloss and con-
stantt sippee, whick mada this and other CPORT projoces pos-

Is not the case (Teble 84 in the Supplementary Ap-  sivle.
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ORIGINAL ARTICLE

Nonemergency PCI at Hospitals
with or without On-Site Cardiac Surgery

Alice K. jacobs, M.D., Sharen-Lise T. Normand, Ph.D.. josaph M. Massara, Ph.D.,
Donald E. Cutlip, M.D., Joseph P, Carroxza, Jr., M.D., Anthony D. harks, M.,
Nancy Murphy, B.A., tyah K Romsm, 8.5, tiadeleine Biondohila, M.D.,
and Laura Mauri, M.D,, for the MASS COMM lnvestigators®

ABSTRACT

BACKGROUND

Emergency surgeey his beeomie 2 rare event after percumneais coronary intervention
{PCI). Whethar having eardize-surgery services avallable op-aite Is egsential for en-
suring the best posaibte ourcomes during and after 2CI reptaing uncertain.

METHADS

We enrolled patients with indicariona for noneisergeney BCE who presented at hospi-
tale b Massachugstes withour an-site cardiac surgery and randornly assigned thess
pariangs, In @ 311 ratio, to undergo PCLat that hospital or at 2 partner hospital that
had cardiac sutpery services avallable. A tats} of 10 bospitals without on-gips cardiac
sutgery and 7 with on-she cardixe surgery parzicipated. The coprimary snd points
ware the rares of mejor adverse cardiae eyants — 2 COMPpasite of death, myocardial
infaetion, vepeas tevascularization, or stroke —- a5 30 days (safery end polny) and
st 12 months (effectivenass end point), The primary end goints wers gnalyzed ac-
covding to the intention-to-treat principle and were tested with the use of multlpli-
cative noninferlority margins of 1.5 (for safeny) and 1.3 (for effectlveness).

RESULTS

A totsl of 3691 patients were tendomly assigned to noderge PCLat 2 hospital without
on-slte cardine surgery (2774 patients) or at 2 Dospitel with on-slie cardiac surgary
(917 patierts). The rares of major advetse cardiac events were 9.5% in hospltals
without on-site ctdlac macgary and 9.4% in hospimls with on-sita cardiae surgery at
30 days {relarive sk, 1.00; 95% gue-gided upper enfidence Hmir, 1,22; P<0.001 for
soninferiopity) and 17.3% and 17.8%, respeciively, at 12 months felative rsk, 0.98;
95% cne-sided upper confidence limiz, 1:13; P<0,001 for noninferiorityl, The maws of
dearh, myocardial infitedon, rapeac revasculerization, and stroke (the components
of the primary end point} did not differ significantly berween the groups at gither
thne point.

CANELUSIONS

Nonemergency PCT procedures performed at hospitals in Massachusetzs withoue
on-site surgleal servicss were noninfetior to procedurss performed atr hospitals
with on-site sargleal services with raspect wo the 39-day ang L-year rates of ciinical
events. {Funded by the participating hospitals withoos on-site cardian surgery; MASS
COM ClinlealTrials.gov aumber, NCTO1L1688Z)
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3 INCE CORONARY BALLOON ANGIOPLAETY

. was introduced Into clinicsl practice In 1577,
¥, marked advanices i technology, recaniqus,
adiunctive phasmacotherapy, and aperator expe
rience hove ragulted in higher mtes of provedural
succass and lower rates of complications.® Bmer
gency coronary-artery bypass grafting (CABG),
which was inirislly reguired in 6 o 10% of pro-
cedures, ™ has becozne a rate event, with an incl-
dence of 0.1 wo 0,4% in contemporary studies, 9

Moreover, as data supporting the use of pri-
mary FCE for patlents with §T-segment elevation
myocardial infarseion (STRMI) have emerged, the
nead for timely access to the procednre has Josti-
fied the expansion of emergency PCI te hospltals
that do nor have the capability for on-site cardise
surgery.? Although there are limited daa®® to
support the pracrice of nonemergency PCY at hos-
pitals thar do not have the capeblllty for on-giee
cardiac surgery, there is conesrn about the ratio
of risk to benafir in chis seziing, as reflecred in
the clags b {Jevel of evidenca B} recommends-
tion in the 2011 BCI guidelines, 2

The Cardiovascular Patient Outcomss Re-
search Team (CPORT) Nou-Primary FCL {CPORT-R)
triul, which was reported after publication of the
2011 PCI guidelines, direetly compared the out
zomes of PCI procedutes {excluding primary PCE
for STEMI) batween hospivals with on-slte candiac
sargery and those without en-sits cerdlac surgery,
In = prospective, randomized, controlied trial vt
PCI performed ar hospitals without on-site car
diae suzgery was noninferior to POI performed s
hoapitals with or-site capdizc surgery with re-
spect o mortality at 6 weeks end the mee of
major adverse cardisc events at § months,

‘The Randomized Trial to Corpare Percuta-
neous Coronary Inzervention between Massachu-
gates Hospitale with Cazdiac Surgery On-Site and
Comrmuaily Hospitals withour Cardizc Burgety
On-Site (MASS COMM) was designed in 2008, in
eoflaboration with the Magsachugerts Depsrement
of Public Health, to provide evidence on which
to baze regulatory policy decisions ahour per
forming nonemergency BCE in hoapltale without
on-site cardize surgery. The aim of the crial was
to compaze the shoretarm safety and 12month
outcemes of PCI (excluding primary PQ1 for
STRMI) at hospitals without on-site cardize sere
gery, us compared with hospitls with on-site
cardiac surgery.

METHODS

SYUDY OVERFIGHT
MASS COMM wus 4 prospsetive, multicenser, ran-
domized, conrrelled, noninferiority telaf, The de-
sign of the study has been reported previougly.
The study was dexigned by ehe investigators (see
the Supplementery Appendix, available with the
fall rext of this artisle at NEJM.org) end was
funded by the pacticipeting hospitals without on-
site cardiae surgery, The twial was conducted un-
der the principles oudined in che Declaration of
Helsinki. The institational review board 4t each
pattivipating hospltal 2pproved the srody, and
each patient provided written informed consent
for participation ln the study, The tided author
and the last author had full zccess to the data and
voueh for vhe ineegrity of the analyees presented,
and 21 the suthors vouch for tha fidelity of this
report to the trfal protocol, which is evallable at
NEjM.org. The PCI procedures were performed
according to the standards of cere at each sie,
and only devices approved by the Food and Drug
Adminissration were uzed,

STUDY PARTICIPANTSE
We recritived patients who were undergoing diag-
noscie cetheterization for known or suspecred coro-
nary artery disease at hospitals without ca-site
cardiac surgary. To particlpate in MASS COMM,
each hosplal that d1d ner have on-site cazdisc
surgecy was required to have approval from tha
Megsachuestts Depariment of Public Health and
0 meet minimum requirements for the numbers
of PCI procedurss performed s the sle and by
the partivipating oparators. The criteia for par-
ticipation and for the sembers of PCI procedures
performed et the haspital and by the oparstors ace
listed in Tables 81 and 52 In the Supplementary
Appendix. The ey exclugion critetia wers o lsft
ventriculsr gjection fraction ofless than 20% and
tatget lesiong with any of the following features:
unpropsetad left taln corongcy-actery stenosis of
more than 50% of tw luminal diameter, treazment
with 2 procedure other than balloon angioplasty
before placamene of the stent, a saphenoug-vein
greft location, or & vesse] serving the only viable
myocardium* (Fig. 81 In the Supplementecy Ap-
pendixg.

Patients were gesessed for eligibility and were
sandemly sesigned, In 2 3:1 ratio, to undergo PCI
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at the hospital withont op-site cardize surgesy ot
to be cransfecred for PCI to a pardeipating hoe-
pltat with on-site cardlac sutgery. Randomization
was performed with the usz of sealed envelopes,
with stratifcarion sccording to hosplral and hls-
tory or 1o history of diabetes mellitus.

ENU BOINTS

The coprimary snd points were the incidence of
major rdverse cardiae events ar 30 duys (safety
end point) and ar 12 monchs {effectivencss end
poing) after the proceduce, The end point of mejor
sdverse cavdiae events was 2 composite of death
from any cavse, rmyccsrdial infavetion, repeat cor
onaty revazcalsization, of strake, Followup elin-
ical agessmient of the patients was performed tn
persan at 30 days and at 12 maonths,

Secondary end points includesd desch from any
canse, repeat revaschlarization, stroke, ischemis-
driven targervesse! and targes-iesion revaseular-
lzation, definits or probable amnt thrornbosis
{deflned according 1o the Arademle Regearch
Consottium criteria), emergency CABG, emergency
ot urgent PCI, sad mujor vascular complica-
deons® Byents weee adjudicated by an indepen-
dant clinical events committee, whose members
were unaware of the study assiguments; the com-
mitee was administered by Harvard Clinical
Pesearch Instituee.

The clinical events commirtee apsesped nil le-
sions in ¢ random sample of 10% of encolled
puttents, and the resolts of their assessment were
used in anglyses of the proportion of leskme that
wers treated successfully, the proportion of pa-
tlexts in whon the procedurs was successful, the
proportion of patients with complere revascular-
ization, and the proportion of lesipns thet were
Judged to have mec the criteria for clasg [or 11
recommendasions in the BCI guidelines regazd-
ing apatomical indications for PCL* Snocessfid
treatment of the lesion wee defined re residual
stenosls of the target lesion of less than 20%;
procedural success was definad as residual ste-
nosis of the targe lesion of less than 20% and
no oceurrence of itchospital majfor gdverse car-
dige evants, Complete sevascitlerization was de-
fined gs the sucressful iregrment, according o
the criteria of procedural success, of all epicar-
dlal vessels with more then 70% and less than
100% stanpsis. An independent data and safety
monltoring board compeised noninvashee and

intervensional cardinlogists and z biostatistician
{all residing oviside Masgachusetrs).

SYATISTICAL ANALYELE

The primery end points were compared for non-
inferiovity, wherees alf other end pointe werz
compared for differences. The nonlaferiority of
hospitals without on-site cardlac surgery 48 corm-
pated with hospicals with on-elte surgery with
respect to the 30~day ratz of major adverse tar-
dige events (sefery znalysis) and the 12-month
rate of major dverse cardlee evenrs [effective-
ness anziyels) was assessed with the use of the
Farringtorr-Manning™ test, with noninferioriy
margins for relarive sisk of LS for the pafety
anglysis and 1.3 for the effectivestess analysia. 4
P value of less than 0.05 for both end poluts was
requited to determine nonlnferiority overall.

Forenal poninferiority testing was performed
tn the iatention-to-trear population (all patients
who underwent randomization). For patients who
missed the iZmonth follow-up visit, we ob-
tqined dats on death fram state vital statistics
yecords®™® gnd successfully linked 99% of the
records {see the Supplementary Appendix). For
patients with other misalng data (Table 53 in the
Supplemenrary Appendix, we used mulripte im-
putation of major adverse cardize events before
generating the Farringtup-Manning one-sided
95% upper renfidence interval for relative gk
and the noninferiotity B velue,

With the assumption that the rates of major
adverse vandise events In the two groups would be
& ro 7% &t 30 days (safety end polnt) and 15 to
16% st 12 months (effscrivencss end point, we
sstimated that we would need a sampie of 3447
patients who conld be evaluatad for the study to
have 80 to 85% power o show the noninferiodity
of hospitals withoue en-site cardiac surgery with
respect to the safety end peint snd E3 to B8%
power to show nouinferiority with respect to the
effectivenses end polatiss

To provide additional statigtical power, the
original trial design Included 2 cobort of 1200
patlents whe would be chostn reademly (and
who would then provide written informed cop-
sent) from the patlent pool undergoing rautine
PCE 2t the hospiials with on-ghie cardiac surgery.
Because of slow enroilment, cecruitment of this
cohort wag stopped after 164 petients had been
encolled, and the date wese not included in the
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analysis of the primary end poine, Calewlation of
the flnal sample size assumed thal these pa-
dents would not he incinded In the primary
analysis. Descriptive compatisons of the 164 pu-
Hentg i this eohort with ehe first 164 pacients
who ynderwent randomizstion are presented in
‘Fablee.$4 and 55 kn the Supplementary Appendix.

In a secondeey atalysis, we estimated sur-
vivel free from major adverse cardine events with
the use of the Kaplan-Meler method, and the
data azc shown aceording to trearment group in
Figures 52 and 53 in the Supplementazy Appen-
dix, In another seeondary analysis, we acoount.
ed for varigtion among study sites by estimating
the betwsan-hospital verlance {(with standard
deviation? and the adjusted relative reks and up-
par 55% confldence Hmlt for each primary end
point, using mixed-model loglerle regression,
with sitz considered sy u random effect (see the
Supplementary Appendix).

Baseline characteristics and s=cohdary end
points were compared berween the groups with
the usa of two-sample stests for continuous out
comes and chi-square o¢ Fisher's cxact tests for
dichotammaus outcomes; all seported P values are
twe-sided. Two-sided 95% confidence intervals are
reported for percentages based on the normal
approximation o the binomisl dlstributon. Al
statistieal analyses were condueted at the Har-
vard Chiniral Resezrrh Institute with the ase of
SAS software, version 9.1.3, with Service Pack 2
(8AS Institure).

REBULTS

PRRTICIPATING SITES AND INTENVENTIONALIETS
Atotal of 10 haspirale without onslte cardiae sur-
pery apd 7 hospitals with on-site cardlat surgery
participsred in MASS COMM. OF the 68 opera-
tors who parcicipeted In the trial, 34 performed
P at hospitals with on-site cavdiac surgery only,
and 34 perforeted procedures at both types of
hospitals.

PATIENTS

Between July 7, 2006, 2nd Seprember 15, 2011, 2
total of 3601 efigible patiewrs were randomly as-
signed to nadergo PCI at a hospital without on-
site cardiae surgery (3774 patients) oe at 2 hospi-
tel with cmesite cardlae surgery (917 patlents)
{Fig. 11 A total of 37 patients who underwent

randomization did not nndergo PCI (13 In the
group assigned to hospitals witheue on-sfte cer-
diac surgery and 24 in the group essigned o hos-
pitals with on-site cardisc surgery), and 24 pa-
tionts (B and 16 in the two proups, respectively)
crossed over and undezwent PCI ¢t % site other
thar the cne to whish they hed been assigned
(Fig. 54 in the Supplementary Appendin); the res-
gone are listed in the Supplementaty Appendix.
The median follow-up period was 360 days in
both graups.

The baseline clinleal characteriscics were gen-
erally simitar in the twe groups (Table 1. Angio-
graphle sad procedura] chamcteristion reporred
by the treatment sites are showe: [n Table 2. The
characteristics of the as-treated population {Ta-
bles 56 and 57 in the Supplementary Appendix),
in which patients were classified avcording 1o
the sctuel {reatroent received, were similar o
those of the Intentlon-to-rreat pepulation. The
madian tme from raadomizatlon to BCE wa 0.1
days in the group assigned w0 PCI at hosphals
without on-site cardiac srgery as compared with
0.5 daya in the group assigned to hospitals with
otraite cardlie surgery {B<0.001), with & patisnts
[0.2% and 12 pstient (1.3%), respectively, ander-
going PCT mote than 3 deys after randemization.

PREMARY SAFETY KND POHNT

The rate of malor adverse cardiac events sz 30 days
was 9.5% among patients assigned to underge
PCI at hospitals without on-alte cardiac surgery
as compared with 9.4% among patlents assigned
to undergo PCI at hospitals with on-site cardiat
surgery {relative risk, 1.00; 5% one-sided upper
canfidence limit, 1.22; P<0,001 for noninferipdlty).
There wore no slgaifiean: differences berween
tha two groups it the tates of the components of
the end polar — death from any cause, myocar
dial Infarction, repeat revascoulpeizadon, and
strolee (Table 3). The analysle of the as-treated
pepulation showed similer resuls (Table 58 in
the Supplementary Appendixl.

ERIMANY EFFICACY END POINT

The 12-month rates of major edverse cardiae
events in the intention-to-treatr popelation were
17.5% In the group essigted to hosplials withont
on-site caedisc surgery snd 17.8% In the group
asstgned o hospitals with on-site cardiac surgery
{relative rigk, 0.98) 95% oze-sided upper confi-
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2774 Were ansigmed ta PCEata hospitel 927 Were asigned w FC e hospital
witheut analle cardiec surgery with or-ste casiae surgady
68 Weie machoded from 30day 31 Ware excluded from Jday
wa analysic
S0'were lost 1o foltoweup  [wem] 21 Were last to foliow-up
2¥I5hdrew consant 4 Withdraw consant
16 Had ether raanns j & Had other wasone
2705 187.59) Wera Includzd in 30y 535 [FE4%%) Were Included In 30.dep
U] 1E]
b 3D
o 9 Wree prctuded from
150 Had Eaflaweup <230 $2ur analyals
o board (55 45 Mad Feliewsisp 2230
ma ¢ days 20d po svent 30
Tad follomeug <300 fomna] b Falloweuip <360
drys and 20 evend) days and ne even]
12; m“ follavp 41 Ween fost bo Feffovep
1 Had othe? rasas 3 Wirndiaw ronzont
2439 {47 4%) Wate lnckudad in 13-me 737 (BL.A%] Wara Included in 12-me
A
(i1 19 Qled
Flgurs 1. Rendomitutian and Follaw.up efthe Patlents,
OFthe 36 deaths st 12 manths In the group assigned o hospitals without o7-sita cardiac suegary, 5 desths were
asckrialned through Kkugs with the Massachusetts Reglstry of Vital Statistics. PCI danotes parcutanzous coronary
Intervention.
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danea limir, 1.13; P<0.001 for noninferiodty)
{Table 3). Like the safery anzlysis, the sffertive-
neng analysis showed no significant differences
berwesn the twe groups in rates of the compe-
nents of the end point - death from any cause,
myceardial infarcsion, repear revascularization, ot
stroke. The us-treated enalysis showed similar re-
gults (Table 52 in the Supplementary Appendix).

SECOHDARY ANALTEES

Revesoularization Procedures

There were no significsnt differances beoween
the twp groups with respest to the rate of amer-
geucy CABG or the raw of emeygency or grgent
PLI at 30 duys. Thi raves of ischemis-driven targer
vessel revsscularization were also similer in the
two groups at 30 days end 12 months (Table 3).

Treaement Effect Asppunting for Benween-Hospital
Veriation

The rate of major advarse cardise events varled
evxoss hospitale by 14 percentage points at 3¢ days
and by 17 perzentsge points at 12 months (Fig. 55
and 56 in the Supplementary Appendix). The es-
timated between-hospite! vadance components
(£SD) were 0.18710.126 and 0,065£0.060 for the
30-day sad 1Z-manth Ing-odds mares, respectively,
of raajor adverse cawiac events, This cransiares
into a medlat vdds of 1.3, which suggests thai the
odds of 2 major adverse cardlac eventat 12 months
at one randomly selectsd hospitel could be 1.3
times a3 high az the odds at another randomly
selected hospital: at 30 days, rhe median odds was
1.5, Aftar adjustment for this varlation, the ralative
risks of major adverse cardisc svents in the group
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Tabla L. Busuline Churnchetistios of the Pationte.”
FCl st Hospltaly without  PCT at Hospitals with
OnSita Condlac Surgery  On&ite Cardlac Surgery
Chusactariztle {Nw27715) (=917}
Age—yr §4.7121LE4 641641151
Fernale seiw-no. [#) 383 (3L.B) 308 {33.8)
Raca or athrit group = nd. B}
Wiite 2526 {BL]) 52 (929
Black SL{LB 8 (L)
Hispanie 1T (4.3 5038
Cther 50 (2.9) nEy
Mot secent feft ventrlcular ejaction fraction 963 55, 36210.27 SE0D=9.65
Medteal sty — na.ftotal no, (3)
Bisbetes mellitus 27812774 (317} 203/017 (32T
Smicking {current or farmer 164172733 (80.0} 543/857 {505}
Hypercholestorslemia 22682740 {82.K} TEY502 {8L.5)
Tsnslant lzchamic mitack 8772751 (2.8} 207504 £1.2)
Stroke 7112758 (2.8} 327007 (1.5)
Congestive haset fuilure 233/2763 (.13 £4/510 (2.1
Paripheral vascular digesse WIf2714 (104} 92/884 (10.4)
Pravious mpocardisl isfarction £93/2706 {24.1) 180/493 (20.7)
Peevious PCI 30272759 (9.0 250/5:7 (22.)
Previous CASG 1S0fZ763 {5.4) 64/914 7.0}
Indization for index PGl — np. ftotal no. (%}
STEMI 72 hr befare PC) oFinfarcieleted ar nan-iafarct- 192774 (1.4} 6 {0.5)
related artery
Non-STEMI S27/2774 (180) 157916 47.1)
Unstable anginn 124272714 (448} 439/516 (46.8)
Stable sngine 74372774 (27,00 257/916 8.1}
Silent sichentla 4E/2774 (5.4 42/916 [4.6)
Qther 88/2774 (2.5) 26/916 (LB}

" Plry—smins values are menns w50, There vare no significant differances hetwsen the proups with the esception M'g:e:
viaus myecerdis] Infarctlon (P=0.03) and STaegrent elevation myotardial infarcrion {STEMI) mora than 72 hours
fore PCI of Infarcirelated or non=infarct-related artery (P~0.04} CAZG denotes toranarpartery bypass grafiing, and PCI
parcutanesus caronary Interention,

 Raca or ethnic group wes self-reported,

4 Dats on the maat recen Jelt vanticular efsetion Fraclion worn avallable for 2767 patlents I the group assigned tn PC)
at haspitals withowt oroaits cardis surgery tnd 916l the group assigned to PCY at hospitals with on-site cardiac surgery.

assigned to hospitals without on-site cardiuc sur-  the group assigned to hospitals with oo-slt cardiae
gery, a8 comparad with the group assigned 1o hos-  surgery) were randomly sefeeted for blinded aogi-
pitals wich on-site cardiac surgary, were consistent  ographic review, Thers were no significant diffar
with those pfthe primary reseie: o rolative risk of  encag between the wo groupa with respect to the
1.02 (55% one-sided upper confidence limit, 1.22) rares of procedural success, the proportlon of pa-
at 30 days and & relative rlsk of 0.98 (B5% one-  tiemex with complets revascularization, or the pro-
sided upper confidence limit, 1.12) at 12 months.  poreion of levians classified as meering the criteria

For class I or I recommendarions fn the PC guida-
ANGIOGRAPHIC REVIEW COHORT lines regarding anstomieal indicavions for PCI
A tora] of 376 patients (289 1n the group sssigned to  (Tabla 4). The as-treated analysis showed aimilar
hospitls without an-site cardiac surgeryxnd §7in  resnlts (Table 9 in rhe Supplementacy Appendix).
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Table 2, Lasion and Procedural Chamctarlstics.”
P oy Hospitals withaut PLI at Hospitals with
OnShie Cardine Surgery OneSita mﬁu Surgery
[Nw2774 Eﬂmﬂ {N=3L7 patists
Charariarigtic sod 053 haloas) and 1234 lerions)
o, of viessels trasted
Wienn gar pailent L7040 1.37a1L41
Dlstributien = na, of patlantsftotal no. {3%)
1 vessel 131871748 {844} 7437881 (R4.3}
2 yasgele HI0F2T4R (14.6) 1271585 (34.4)
23 veusels 2972748 {1} 117881 (1.3
No, of faslons trestad
Wean per patient 147:0.77 1432070
Bletrlbution — no, of putiertsftotal ne. (#)
1losion 181472748 (86.0} SB743R1 {67.8)
2 lesinng 762748 (74.5) 203758} {23.0)
3 fesions 2542748 (9.4 BLf281 {3.1)
Loemtion of vessel~— no. of pathenisjictel no. (%)
Left main corgnary ariery 12/2748 (0.8) G/381 {1.0}
Leh anterfor descanding arery 124712748 [45.4) #D8/EEL {28.3)
Circumilex ariasy BO3/2748 {32.9) 2634861 [29.9}
Right coransey srtery 1037/2748 31.7) 3507881 {38.7)
Tiamater of referenca vasse!
o, of leslons evaluated 4013 1248
Mern dIametns s 2.98x0.56 2926049
Lenjth of leslon
Mo, ofletions evaiutad 4418 1243
Mean length = mm 15.3248,73 14.9427.9%
Lesian stencsls
Gageling
o, of leslons evalicated 4 1258
Mean stanosls — % 85,66=11.03 BS. 2241004
Finl
Na, of lesiotss evalugted 421 3256
Hlezn stanocsls — 56 24651204 1514963
TIME grade 3 — no. ol lestons (36
Before the procadur 334774016 (833} 1087/1237 (67,9}
Flna 3933/3981 P9L.3) 122%5/1243 (98.6)
Tyas of stent— no, of putients (3)
Bepernatal 8782650 (32.5) 220/895 {24.6)
Drug-shning 1734/2850 (3.7) 620/895 {59.3}
Soth BO250D {12} 137885 (1.5}
Unknown 3371890 {14} 427835 {4.7)

¥ Phag-minus valus ere mears £50, The dise on chercteristics of the procedures snd lesions were reported by each
site, There wamn a6 significant dIferences berwesn tha two groups with respect ta these characisristics except for the
rigan dizineter of the reference vassals, the percentege of leglons with Thrombelysis in Myocardlal Infarctian (TiMR)
gride 1 befare the procedure, the yps of sterk (il P<0.00L), and the fima$ garcentage of leslon sienotl (P«0.00%).
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Table 3. Major Adverse Cardisc Evants at 20 Dayy nref 14 Months,
PG Howplisls without Wi ot K by with
On-Situ Curdlec Surgnry  On-Site Curdiag Surgery  Relative Risk
End Peint (NmZF?4} [N=gl7 1959 Ty P Valus
o, ftobel e, (%)
Primury and paints
Composite of major adverse cardisc events at 30 deyt 23672706 19.3) B1r886 (3.49) 1.00 (1.2 D001
Compenents of 30.day erd paint
Desth 182708 (0.7} 3883 (0. 196 (055-6.64) O
Curdinc causa 142700 {05} 28B4 0.0 138 (0.52-1006;  03%
Noncardiac cause 472697 0.2} 1/8B7 {Q.1) 131 {0.13-11.73} B
Wyocurdhl infaretion 1767262 (5.5) 577882 [B.5) 101 {076-235 100
Quwave /2688 (0.2} 27882 10.2) D28 {6.20-4.87) 1.00
Nen-Q-wive 17072691 (6.3} 557842 {52 101 {0.73-1.38) 1.0
Ragest coronsry revascularization 7112685 2.7} 317081 (1.5) 077 (051-1.17) o2
Ernerigancy or urgent PCl 72T (03} 2517 {0.2) L16 (D.24-5.56 100
Emurgenty CARG 712587 (0.3} 1882 {0.3) 10 (0.28.18.65) D59
Stroka 1272691 (0.4} s 0.0 359 (0513021 62
Cornpesite of major adverse rerdisc events 2t 12 mo 42112435 {17.3} 1407787 {17.8} 0.98 (1.13} <0001
Comnponents of 12omo end polnt
Dsath 56/2426 2.3) 13/785 {L4) 095 RS-LE0) 049
Carding couset 62372 1Y) njnQa 0,77 [0.33-1.55) DAS
Mencardlac cavset 2572369 {L.1) 31763 (1.0} 10l (0.46-224) 100
Myocardial Infarcifon 204/7373 (8.5 §0/770 (7.8} 110 (0.84-143) D55
T — 10,2330 {0.4) 3764 (D4} 108 {0.30-3.63) 100
Non-Q-wava 1942370 4.9 S7/768 (1.4 110 (083146 054
Repeat coronary revasculariaation HDTLES 76/765 {9.9) 0.86 ¢0.67-1,11) 0.24
Emargency or urgent PCS 712774 {0.3) 2347 0.3 116{0.24-5.54 100
Ermargancy CABG 712350 {0.3) 1762 (0.1 127 D28-1842F 068
$tzoke 2372333 (LOY 6[76% (0.8 L34 (051-3.04) Q.83
Sucondry wrd othar ond points
Ischamia-driven target-lesion revaszularization
At T0days 362649 {1.3) 12/382 (1.4 058 (0.51-L8E  LO0
Abk2ma 1172364 (49} 7756 {50 100 {070-2.43 100
{scheri driven targetvasse] revascularizasion
ALICdays 41/2685 (L5} 134482 01.5) 10 {03619y 160
AL12 mo 11372385 (5.5} 417766 (5.4 105 {B.73-1.48, 085
Stans thrombosis
At 30 days 1672695 (0.5} 7i381 {0.8) 075 (D.1-1B1] 048
At12mo 2742364 (L1} L 28 055 (D30-187) 007
Major vastodar complications at 30 days 4112687 (1.5} 13/882 {1.5) 1,04 {D.56~1,92) 1.00
* The refatiee risks, 959 confidence Intarvals [Cis), and P values were calaulited according to she Intentlon-io-trest principhe, with multipla
Imputatioa far missing data. Tha coprimery end puints of major adverse cardliss svents st 30 days and 12 montha 3ta shown with one-sided
9_52“:‘;; and owe-sided P values baged an the Fartinglon-Manning tast of neninferlority, All ather condid i It ars tus-nided aned

are based on the narmal approximation to tha biromisl distibution.
4 The sdditfonat deaths thet ware found through Fnkwge to dsta fram the Massachusetts Date Anslysis Canter are not Incluced In the rurabecs
of deathe from carolas couses und the numbess of deaths fram noncesdiag causes.

¥ INGL) MED IEBNE  HEMORG  APRILIE, 2013 ikas

The ¥ow Epglend Jewnal of Modicine
Downtonded Fom neim.org s METRQ HEALTH HORPITAL on October 21, 2013, For personal use only. No othur wses without paemizsion,
Copysight © 2013 Mussschuscts Medisat Sowinty, Al rights rosorviid,

10/25/13



Certificate of Need Public Comment Period Testimony: Cardiac Catheterization

Octf23/2013 12:18:28 AM Metro Mesith 815-252-5807 28128
T KEW BNGLAND JOURKAL vt MEBICINS

‘abla 4, Adjudirated Procedural Claractaeirtics in the Anglographic Review Cobor®

PCint Mosplials without  PChat Itals with

OrnSha Cardlac Surgery  OnaSite Ca Surpary

(N 225 patients {N=37 patients Redutiva ek

Charsctaristic and 3% lesians) and 108 Jnsloia) [95% Ci) P Value
Sucvesshd tesatment of leslon — o, of Westans [3) 4 366/383 (95.5) 1027105 (97.1} GEL0.95-L02) 059
Hrocedunst succags — nb. of pitients (%)% 235/189 (813} E387 [74.7) 108 B95-138) 4.1
Cornplee revascularization ——no, of patients (%6}} 174/289 (60.2) 52487 [59.8) 101 {083-13%) 13
Mat Indication zriberia for BCH—— ne. of lestans (599 363192 (84.1) 27/10% (9.5 103 (0-L10)  ba7

* & random santple of 350 patlents was selected for adiudication of procedure cherecteristics by & clinical avants commitze, whese membars
ware uttnware of the group asslgninents.

1 Suctessfil keatmarn of tha lesion was defined 25 rasidual stenosis of the target lesion ol leag than 2056,

$ Procedursl success wes iafinad a3 rasiduxl sunosis of the txrgat luslen of lses than 20% and no occurence of Lehospltal reajor advarss

cardiac evants.

§ Complets mevrscularization war defined o5 the successhid treatment, sccarding bo the criterls of procedural success, of all epleardial vassels
with mone than 767 an7 less thun 10036 stanosle,
Yinchded here are tha number of tnasted lesions that met the class | or 11 recommendations for anskomical indications for PCI, acconding 10

the BC guidelines of the American Collage of Cardislogy Foundation-A
and ntenentions.

iean Hean &

latlgn-Seciety fot Cardiovasader Anglography

1506

DISCUSEION

Wa eompared the safuty and affectivansss of aoo-
emergency PCI performad ac hospitals in Massa-
chussets without onesite cardiae surgery with
those of nonemergency PCI performed at hospl-
tals with on-site cardiec surgery. Hospleals with-
ottt oi-site eardine surgery were required o have
pecformed & minimum of 300 diagnestic cardias
cathaverizarion procedures per year and w have
&n ongoing prograt to sapport primary BCL All
the operarors were reguired to ba basyd-careifled
in imerventiontl cardiclogy and o have per
formed 2 minimem of 75 BCI procedutes enman-
ally. In both the intentlon-to-treat anslysic znd
the ae-teented analysis, we found no significant
differenices in the coprimacy end polnts of the
30-day and 12-monsh rares of major adverse car-
dize events ~— & composite of death from any
cause, myocsrdial Infarerion, repear revasrular-
ization, or stroke —— between hospitls without
on-slte cerdisc surgety and those with on-gite
cardlac qurgery.

These data now 2dd 1o the growing body of
evidenee from single-center experience,?® reglstry
dats, 1 and the randomized CPOREE rrial, all
of which showad favorable ourcomes among pa-
risnts undergoing elective or ponsmergency PCL
at hospitals without on-slte cardiac surgery. MASS
COMM edds to sud extsnds the resalts of the
CPORT:E trial, The blinded anglogruphic review

of a random subgroup of patients allewed for a
compsrlson of ofinical practice patterns between
the groups. We cbeerved that the practices of
legion salaction (recording to indications in 2Ol
guidelines), the completenass of revasenlariza-
tion, and procedurel success were genecally simi-
Iaz, independently of the treatment assignment.
Although the rate of use of drug-eluring srems
was slightly higher in hospitale with oa-site car-
dige surgery, this did not translaze into differ
caces 1o the rates of repest revascularizaton at
1 yeat.

We did, howesvar, obsarve that chere was hep-
erogensity smong hospitals within trertment
groups with respect wo the coprimary end paints.
Although accounting for betwean-hospital varia-
tion In the prinary comparson did not change
the overall findings of the study, it does have
important implications with respect to monitor-
ing of the performance of individual sites as new
PCI programs are inldeted.

Sxpansion of nonemergency PCI o hospitals
without on-sita surgery may be met with snrho-
sigem For several ressons. With z lurger number
of hospitals that can perform the procedurs,
patients have a wider choice of hospitle snd &
greater opportunity to remain in their own com-
munity. s addition, the sdded volume of PCE
procedures at hospltals withour on-pite cardlae
surgery vould help support active primaty BCI
progeams.

N ERAL) MO 686 NEw.GRT apmt 18, 2073
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Hopwever, additional issues will need thought-
ful consideration. The potential eonscquence of
not baving & cardise surgical wam on-site to
cvaluate the parient pod discuss the safest and
mast effective revescularizazion suratagy when an
urgeat decision is nceded is uaclear, Withow
guch 2 team on-site, the “Heart Team” approach
for patients with complex multivessel disease, an
approach recommended iu the PCI guidelines,**
is oot possible. Moreover, registries generally in-
clude oaly patients who have undergone PCI, and
dasa from patients with caronary artery digeuse
who ars not selected for revasculacization are
limited. Several studies heve shown that in pa-
tienss with STEMI and n those with non-STEMI
whe do not underge PCL treaunent according w
class | guideline racormmendations is provided
less often at sltes without on-siee cardiae surgery
than at shes with on-site cardlec surgerysatad
Finglly, it is unelear where and by whom Interves-
tianal cardlology rrainees will obtain experisnes
at PCI procadyres move fom centats with ap-
proved tralning programs to community hospltals.

There are several limitations related 1o the
design and conduct of MASS COMM. Although
dare were avallable from move than 97% of che
patieats at 30 days, deta from the li-month
Follow-up visi wers not availeble fur 13% of the
patients, To mitigate the effect of missing data,
we performed multiple Imputation for the copri-
mary end-point analysis and ascortzined vitzl
statns by linking tecords to gtace vital statisties
data.®? Purthermats, although the study inclusion

criteris were broad, patients with certain clinieal
and anatomical charscraristics were exciuded
and thus, the findings in this study should not
be genemalized to thoge subgroups, Finally, che
szudy was powered o detect noataferlority with
tegpect to the two coprimary composite ead
points but was not powered ta detect noninferd:
ority wih respect to the individual componants
of the primary end point, such es death or
stroke.

In conclusion, nonemergancy BCI performed ae
hospltals in Massachusers without oo-site cardi-
ac surgery was noninferior to PCI perfermed at
hospleels with on-site cardisc surgery with re-
apect to the rate of major adverse curdine evants
at 36 deya (aafery analysie) or at 12 months (ef
fectiveness anaiysis), These deta suggest that
performance of BC in hospitels witheut on-gite
cardlac surgery that have esrahlishad programs
for PCI and the requigies exparience in perform-
ing the procedure, at both the hospital lavel and
the laval of individuz! opererors, may be congld-
ered an acceptable aption for patients presenting
to such hospieale for care.

Distloss Tense provided by cho sathors are svallshle with
the full cent of this arluivat NEIM.arg.

We shonk Elehaed Bumce, MDD, For the Inftl] triad design
peaposall Donald Balm, 5.0, for input In the trin design and
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Foy exppore ond oversight of the trlel; Ann Levett for Rellitating
the Hilage te Massachusatie Dotd Analysis Contar dos; Xether-
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HURRLEY

MEDICAL CENTER

One Hurley Plaza
Flint, Michigan 48503

October 21, 2013

James B. Falahee, Jr, J.D.

Chair, Michigan Certificate of Need Commission
Michigan Department of Community Health
Capitol View Building

201 Townsend Street

Lansing, Michigan 48913

Dear Mr. Falahee:

We are writing on behalf of Hurley Medical Center to request the CON Commission consider
revisions to the Review Standards for Cardiac Catheterization Services to allow institutions that do
not have open heart programs to provide elective coronary angioplasty services.

Hurley Medical Center is a 443-bed public non-profit teaching medical center serving the Genesee,
Lapeer, and Shiawassee counties. We are very conscious of our role as a safety-net hospital for our
community and strive to meet the needs of this vulnerable community. Hurley is a provider of last
resort, delivering a sizable amount of health care to the uninsured, underinsured, and other
underserved groups. We have been responsible for providing over 66% of the region’s
uncompensated healthcare. The population we serve is socio-economically disadvantaged and
vulnerable to health disparities produced as a result of poor access to regular medical check-ups,
chronic disease management and the lack of a medical home.

Currently, Hurley provides Percutaneous Coronary Intervention (PCI) on an emergent basis without
having Open Heart Surgery on-site. We provide high quality care and have a track record of achieving
excellent outcomes in these critically ill patients. We believe that there needs to be a change in the
rules to allow hospitals like Hurley to perform elective interventions.

Clinical practice has changed significantly from when PCl was first introduced and was performed
only at hospitals with cardiac surgery on-site. Technology advances with improved catheters, wires,
and stents along with the growing expertise of cardiologists to manage complications has resulted in
significant decline in the occurrence of complications and emergency surgery. More than 500
centers in 39 U.S. states currently allow elective PCI without Surgery on Site with varying
requirements.

Page 1 of 3
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Since June, 2011 when the CON Commission last visited this proposed change there have been
further evidence supporting the performance of elective coronary angioplasties in hospitals without
on-site Open Heart Surgery. Well-conducted research has verified the safety and efficacy of
performing PCl at hospitals without cardiac surgery.

1. The 2011 ACCF/AHA/SCAI Guideline for Percutaneous Coronary Intervention states that
“Elective PCI might be considered in hospitals without on-site cardiac surgery, provided that
appropriate planning for program development has been accomplished and rigorous clinical
and angiographic criteria are used for proper patient selection (Level of Evidence: B)” placing
it in CLASS llb category. This is a strong recommendation from the American College of
Cardiology (ACC), which represents the best judgment of the profession.

2. The 2012 multi-site clinical trial Cardiovascular Patient Outcomes Research Team Elective (C-
PORT E) Angioplasty Study conducted at 60 hospitals without on-site cardiac surgery located
in 10 U.S. states (Maryland, New Jersey, Pennsylvania, Ohio, Georgia, Texas, North Carolina,
lllinois, Oregon, and Alabama) found elective PCl could be performed safely and effectively at
hospitals without on-site cardiac surgery. The study showed that outcomes at hospitals
without on-site cardiac surgery were non-inferior to those at hospitals with cardiac surgery on
site, with respect to all-cause mortality at 6 weeks and major adverse cardiac events at 9
months.

3. MASS COMM prospective trial that the Massachusetts Department of Health solicited was a
special initiative among the state’s community hospitals to test the ability to offer PCl without
on-site cardiac surgery. Patients were followed out to one year to identify 30-day and one-
year risk of major adverse cardiac events (MACE), including death, M, repeat
revascularization, and stroke. Results were similar to the C-PORT E trial, demonstrating non-
inferiority of elective PCl at centers without surgical backup compared to those with on-site
surgery.

The current restriction impacts patients' access to care and a reversal of this regulation will
particularly benefit underinsured and poor patients who are often the least likely to undergo PCl due
to barriers accessing specialized cardiac services such as geography, distance, culture, race,
language, poverty and lack of education.

The coupling of diagnostic catheterization and coronary intervention means that if a lesion is
identified during the diagnostic catheterization, our patients have to be moved to another facility for
the therapeutic procedure to be done. Our inability to provide elective intervention forces our
patients to be transferred away from their medical home - which is the complete opposite approach
of the current health care and payment reform efforts. Clinical care is also compromised due to:

Page 2 of 3
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e Exposure to higher doses of blood thinners and radiation

e Multiple invasive punctures which can lead to complications and an increased risk of infection
e Duplicate testing

e Increase in the overall length of stay

We believe that hospitals like Hurley Medical Center be allowed to perform elective coronary
angioplasty guided by criteria set by the Society for Cardiovascular Angiography and Interventions
(SCAI) and closely monitor clinical outcomes and quality. Our ability to continue to provide advanced
cardiac services and fulfill our commitment to our at-risk community is contingent on our ability to
add services like elective PCI that have a positive contribution margin.

We strongly advocate that the Commission revisit the current standards and modify them to allow
Hurley to provide the most current, clinically sound and cost effective cardiac care to our patient
population.

Thank you for the opportunity to comment.

A W/

Sunita Vadakath MD, FRCA, MPA F. Michael Jag&i DO, PACP, FACEP
Service Line Administrator Vice President and
Cardiology and Internal Medicine Chief Medical Officer

Page 3 0of 3
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October 23, 2013

James B. Falahee, Jr, I.D.

Corporate Planning CoN Commission Chairperson

1 Ford Place, 3B
Detroit, MI 48202-3450
(313) 874-5000 Office
(313) 874-4030 Fax

Capital View Building
201 Townsend Street
Lansing, MI 48913

Dear Commissioner Falahee:

Henry Ford Health System (HFHS) would like to offer comments on the proposed
Certificate of Need (CoN) review Standards for Cardiac Catheterization.

HFHS strongly supports continued regulation of Cardiac Catheterization however we
are advocating for either a Workgroup or a Standard Advisory Committee (SAC) to be
formed to review Section 3 in the current Standards as it relates to performing elective
PCI without on-site open heart surgery.

In 2011, the last Cardiac Cath. SAC presented a recommendation to the Commission
that would allow for elective PCI without on-site surgery. This recommendation was
ultimately removed from the final standards primarily due to some Commissioners’
concerns regarding the ACC guidelines. Since that time new research has been
published and ACC and AHA have updated their guidelines further supporting elective
PCI without on-site surgery.

e November 7, 2011 the American College of Cardiology and American Heart
Association published updated guidelines which recognize the appropriateness
of offering these services in facilities without open heart surgery on-site.

e Four major studies on the safety and efficacy of performing elective PCI
without on-site open heart surgery have been released, all showing this
procedure to be safe and effective, with no difference in quality or outcome
than with programs located in facilities with open heart surgery on-site.

Just as the Open Heart Surgery Standards were updated to add quality measures, HFHS
suggests that the Cardiac Catheterization Standards could be updated to include
specific outcomes, complications, process, and appropriateness of utilization measures.
All of these quality measures are currently used by BMC” to work with existing
programs to continuously improve quality and outcomes and to ensure appropriate
utilization through review of all elective PCls.

We look forward to working with the Commission and the Department to discuss these
issues further.

Respectfully,

Karen E. Kippen
Director, Planning & CON Strategy

ENVISIO N the next 100 years.
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DETROIT MEDICAL CENTER

Eric D. Fischer
Director, Strategic Planning

October 24, 2013
The Detroit Medical Center

Old Hutzel Hospital
Mr. qames B. Falahee, Jr,_ JD ) 4701 St. Antoine, Suite 520
Certificate of Need Commission Chairperson Detroit, MI 48201-2403
3 v e Phone 313-966-8283
Capital View Building Fax 313-745.4700

201 Townsend Street
Lansing, Michigan 48913

Dear Chairman Falahee;

The Detroit Medical Center (DMC) appreciates the opportunity to provide testimony regarding the
proposed Certificate of Need Cardiac Catheterization Review Standards.

The Detroit Medical Center supports the prior Cardiac Catheterization Standard Advisory Committee's
and the CON Commission recommendations with the exception of the CON Commission not allowing for
elective PCI without on-site open heart surgery based on their concerns regarding the ACC guidelines.

The Detroit Medical Center strongly supports allowing elective PCI without on-site open heart surgery
based on new research and newly published guidelines by the ACC.

- Since the last Standard Advisory Committee Meeting, the American College of Cardiology and American
Heart Association published updated guidelines which changed the classification of elective PCI without
on-site open heart surgery which further supports the usage of offering elective PCI in hospitals without
open heart surgery on-site.

-There have been four major studies on the safety and efficiency of performing elective PCI without on-
site open heart surgery that have been released with all of these studies showing this procedure to be
effective and safe with no difference in quality or outcome than with programs located in hospitals with
open heart surgery on-site.

-The Department has clarified to the CON Commission from their earlier position that they do have the
ability to enforce the quality and volume provisions in the Cardiac Catheterization Standards that were
included in the SAC's recommendation to allow elective PCI without on-site cardiac surgery.

Furthermore, the ACC/NCDR currently collects data on every single PCI performed in the State of
Michigan. As an insurance of safety and quality the ACC/NCDR tracks outcomes, complications, process
measures and appropriate utilization. BMC/2 reviews all elective PCI data and uses this data to work
with existing programs to continuously improve quality and outcomes.

Recently the open heart standards were updated to add true quality measures. Similar measures as
stated above should be added to the cardiac catheterization standards.

Thank you for the opportunity to provide these comments.

Sincerely, ¢
i: O. Y\_\i."'-Q-)""‘--.

Eric D. Fischer
Director, Strategic Planning

www.dmc.org

Children’s Hospital of Michigan « Detroit Receiving Hospital « Harper University Hospital « Huron Valley-Sinai Hospital e
Hutzel Women's Hospital « Karmanos Cancer Institute « Kresge Eye Institute « Michigan Orthopaedic Specially Hospital «
Rehabilitation Institute of Michigan « Sinai-Grace Hospital « University Laboralories
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From: DoNotReply@michigan.gov

To: MDCH-ConWebTeam

Subject: October 9, 2013 Public Hearing Written Testimony (ContentID - 147062)
Date: Wednesday, October 23, 2013 3:37:29 PM

Attachments: PCIStudies10-23-13.doc

Name: Patrick O'Donovan

Organization: Beaumont Health System

Phone: 248 551 6406

Email: podonovan@beaumont.edu

Standards: CC

Testimony: On behalf of Beaumont Health System, | would like to offer the following comments
pertammg to the Cardiac Catheterization Certificate of Need Review Standards, which are up for review
in 2014:

The 2010-2011 SAC did an admirable job reviewing and making recommendations regarding the Cardiac
Cath Standards. All of the recommendations made by the SAC were adopted by the Commission, except
for the recommendation to allow elective PCI without on-site cardiac surgery. It appears there were
two major reasons the Commission did not adopt this SAC recommendations:

. Even though it was widely known that the American College of Cardiology (ACC) was going to
change their classification for elective PCI without on-site surgery, the ACC had not yet done so at the
time the Commission took proposed action on the Cardiac Cath standards in September 2011.

o Comments: In November 2011, the ACC published updated guidelines which changed the
classification of elective PCI without on-site open heart surgery to a Class Ilb procedure (instead of
contraindicated, it is now considered an acceptable and reasonable approach). Since then, there have
been at least four major studies showing that this practice is safe and effective, and that there is no
difference in outcomes between those PCI programs with and without on-site cardiac surgery. One of
these studies (MASS COM) was done to provide Massachusetts state public health officials with
evidence to support a change in PCI state regulations. Please see attached document which chronicles
the history of published clinical studies and ACC guidelines for elective PCI.

ogkrwhPE

. The Department initially expressed reservations about their ability to enforce the quality/volume
provisions that were included in the SAC’'s recommendation to allow elective PCI without on-site cardiac
surgery. The Department later clarified that they would be able to enforce the provisions; however the
Commission chose not to re-visit their decision not to accept the SAC recommendation.

0 Comments: There is an opportunity to improve C.O.N.’s ability to monitor quality and utilization.
The ACC/NCDR collects data on every single PCI performed in the State of Michigan and tracks
outcomes, complications, process measures, and appropriateness of utilization. BMC2 uses this data to
work with existing programs to continuously improve quality and outcomes and to ensure appropriate
utilization. Because of this quality rigor that is in place regardless of C.O.N., allowing PCI w/o on-site
surgical back-up will not result in excess utilization.

Finally, it is contrary to quality patient care to transfer a patient in need of PCI to another institution, if
the referring institution already has the capability to treat the patient safely, effectively and efficiently.

As the Commission knows a SAC is made up of experts and it is very rare for the Commission to reject a
SAC recommendation without compelling evidence to support that decision. In this case the concerns of
the Commission should now be addressed, and we urge the Commission to adopt the SAC
recommendation to allow elective PCI without on-site cardiac surgery.

Content-Length: 702641
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Elective PCI


Timeline of Published Clinical Studies

October 23, 2013

Apr. 2000:
CPORT (AHA meeting) (1)




(JAMA 4/02)


· Primary PCI with no SoS better than thrombolytics

Oct. 2004:
MEDPAR database
 (2)




(JAMA 10/04)


· Primary PCI with no SoS equivalent

· Elective PCI with no SoS worse 

2005:

ACC/AHA guideline
 (3)




(JACC 2005)


· Primary PCI no SoS Class IIb


· Elective PCI no SoS Class III (contraindicated)

Apr. 2008:   
NCDR (ACC meeting) (4)




(JAMA 2009)

· Registry >300,000, no difference primary/elective 


November 2010 – May 2011

Cardiac Cath SAC 


June – September 2011

CON Commission Deliberation and Decision

Nov. 7 2011:

ACC/AHA Guideline
(5)



(JACC 2011)


· Primary PCI no SoS Class IIa


· Elective PCI no SoS Class IIb

· See table 1 for ACC Class descriptions

Guideline modification does not reflect the following data


Nov. 11 2011:

CPORT E (AHA meeting) (6)


(NEJM 5/12)



· randomized trial, 18,000pts elective PCI   


· No difference at 6weeks

Dec 14 2011:

Metaanalysis (7)




(JAMA ‘11)


· 100,000 STEMI

· 900,000 elective/urgent


· No difference


March 2012:

CPORT E (ACC meeting) (8)


(NEJM 5/12)

· 9 month follow up, no difference


March 2013:

MASSCOM (ACC meeting)
(9)


(NEJM 3/13)


· 2700pts elective PCI


· No difference 30d/12mo


Summary and Conclusions

1. History leading to Primary PCI with no SoS


· Rate of emergent CABG had become rare (<1%)

· Transferring patients who “walk in” to a PCI center wastes valuable time


· This was shown to be safe (1, 2), and in the 2005 Guidelines (3) was made a Class IIb.


· Elective PCI with no SoS was not well studied, and thus was given a Class III


2. The SAC in 2011 recommended allowing elective PCI based on a large study published in JAMA (4) showing efficacy and safety in the National CV Data Registry


· At the time of the CON decision, however, this was still a Class III in the guidelines (“not recommended”) simply due to the fact that the updated guideline reflecting the new literature was yet to be published.


· Shortly after the CON decision, the updated ACC/AHA guideline (5) upgraded Primary PCI to a Class IIa, Elective to IIb. This only reflects the NCDR publication, which again, was published in 2009 and available during SAC meeting

3. Subsequent to the guideline update in 2011, 3 major papers have been published, ALL supporting elective PCI with no SoS


· C PORT E is a randomized study with 6wk/9mo followup (6, 8)


· MASSCOM (9) is also a randomized study showing safety/efficacy

· Metaanalysis (7) of 1 million patients examining PCI with no SoS (both elective and emergent) showed safety/efficacy


4. Conclusion

· We now have 5 major publications supporting elective PCI with no SoS


· Only reason it is currently a IIb (weaker recommendation) is that updated guideline in 2011 was based mainly on ONE study which was available to the writers at that time


· Based on the abundance of studies published since then, and how guidelines assign classification of recommendations (see table below), we could argue that elective PCI with no SoS should be a Class I (A) treatment, which is the highest recommendation possible (based on multiple randomized trials and metanalysis supporting it)

· In other words, the current 2011 Guidelines are already outdated


· A change in elective PCI CON standard is warranted (consistent with the 2011 SAC recommendation)
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Apr. 2000: CPORT (AHA meeting) (1) (JAMA 4/02) |

e Primary PCl with no SoS better than thrombolytics

Oct. 2004: MEDPAR database 2) (JAMA 10/04) |

e Primary PCl with no SoS equivalent

e  FElective PCl with no SoS worse

2005: ACC/AHA guideline 3) gAcCc2005) |

e Primary PCl no SoS Class Ilb

e  FElective PCl no SoS Class Il (contraindicated)

Apr. 2008: NCDR (ACC meeting) (4) (JAMA 2009)

e  Registry >300,000, no difference primary/elective

November 2010 - May 2011 Cardiac Cath SAC
|lune — September 2011 CON Commission Deliberation and Decision
Nov. 7 2011: ACC/AHA Guideline (5) (JACC 2011) |

e Primary PCl no SoS Class lla
e  Elective PCl no SoS Class Ilb

e  See table 1 for ACC Class descriptions
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Guideline modification does not reflect the following data

Nov. 11 2011: CPORT E (AHA meeting) (6) (NEJM 5/12)
e randomized trial, 18,000pts elective PCI
* No difference at 6weeks
Dec 14 2011: Metaanalysis (7) (JAMA ‘11) |
e 100,000 STEMI
e 900,000 elective/urgent
e No difference
March 2012: CPORTE (ACC meeting) (8) (NEJM 5/12)
e 9 month follow up, no difference
March 2013: MASSCOM (ACC meeting) 9) (NEJM 3/13) |

e 2700pts elective PCI

e No difference 30d/12mo

Summary and Conclusions

1. History leading to Primary PCI with no SoS

e  Rate of emergent CABG had become rare (<1%)

e Transferring patients who “walk in” to a PCl center wastes valuable time

e This was shown to be safe (1, 2), and in the 2005 Guidelines (3) was made a Class Iib.

e FElective PCl with no SoS was not well studied, and thus was given a Class Il

10/25/13
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2. The SAC in 2011 recommended allowing elective PCI based on a large study published in JAMA
(4) showing efficacy and safety in the National CV Data Registry

At the time of the CON decision, however, this was still a Class Ill in the guidelines (“not
recommended”) simply due to the fact that the updated guideline reflecting the new
literature was yet to be published.

Shortly after the CON decision, the updated ACC/AHA guideline (5) upgraded Primary PCl to a
Class lla, Elective to llb. This only reflects the NCDR publication, which again, was published
in 2009 and available during SAC meeting

3. Subsequent to the guideline update in 2011, 3 major papers have been published, ALL
supporting elective PCI with no SoS

C PORT E is a randomized study with 6wk/9mo followup (6, 8)
MASSCOM (9) is also a randomized study showing safety/efficacy

Metaanalysis (7) of 1 million patients examining PCIl with no SoS (both elective and
emergent) showed safety/efficacy

4. Conclusion

We now have 5 major publications supporting elective PCl with no SoS

Only reason it is currently a Ilb (weaker recommendation) is that updated guideline in 2011
was based mainly on ONE study which was available to the writers at that time

Based on the abundance of studies published since then, and how guidelines assign
classification of recommendations (see table below), we could argue that elective PCl with no
SoS should be a Class | (A) treatment, which is the highest recommendation possible (based

on multiple randomized trials and metanalysis supporting it)

In other words, the current 2011 Guidelines are already outdated

A change in elective PCI CON standard is warranted (consistent with the 2011 SAC

recommendation)

10/25/13
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Table 1. Applying Classification of Recommendations and Level of Evidence

ESTIMATE OF CERTAINTY (PRECISION) OF TREATMENT EFFECT

LEVEL A
Multiple populations
evaluated*

Data derived from multiple
randomized clinical trials
or meta-analyses

LEVEL B

Limited populations
evaluated™

Data derived from a
single randomized trial
or nonrandomized studies

LEVEL €

Very limited populations
evaluated™

Only consensus opinion
of experts, case shudies,
or standard of care

Sugpested phrases lor
writing recommendations*

SIZE OF TREATMENT EFFECT

sheuld
is recommended

is inficated

is usefulielfectivy/beneficial

CLASS lla
Benefit = > Risk
Additional siufes with
facused objectives needed
IT IS REASONABLE to per-
form procedure/administer
treaiment

m Recommendation in favor
of treatment or procedure
being usaful ‘stfective

w Some conilicting evidence
trom multiple randomized
Irials or mela-analyses

w Recommendation in favor
of treatment or procedure
being useful ellective

w Some conflicling
evidence from single
randomized trial or
nanrandomized studies

w Recommendation in favor
of treatment or procedure
being useful ‘etfective

m Only diverging expert
opinion, case studies,

or standard of care

5 reasonahle

may/might ba cansidared

can be uselul cial

s probiably recommended
orindicated
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From: DoNotReply@michigan.gov

To: MDCH-ConWebTeam

Subject: October 9, 2013 Public Hearing Written Testimony (ContentID - 147062)

Date: Thursday, October 24, 2013 2:16:34 PM

1. Name: Sean Gehle

2. Organization: Ascension Health - Michigan

3. Phone: 517-482-1422

4. Email: sean.gehle@stjohn.org

5. Standards: CC

6. Testimony: Ascension Health - Michigan supports continued regulation of Cardiac Catheterization

services and recommends no changes to the standard.
7. Testimony:
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