
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.
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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  These rules are outdated given the current practice of these procedures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.
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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:    I have been the Director of Cardiopulmonary Services West Branch Regional Medical
Center for over 30 years. During that time I have seen many positive changes in the healthcare that we
provide for the communities we serve including new technologies and services.
   I 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. I believe it will improve the
care we give our patients and their families by keeping them close to home for services they need. I
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
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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: lbradford@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

1.  Name: Dennis McCafferty
2.  Organization: The Economic Alliance for Michigan
3.  Phone: 248-596-1006
4.  Email: DennisMccafferty@EAMOnline.org
5.  Standards: CC
6.  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.

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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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 
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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 

• Demonstrates it is currently meeting all of the volume, quality and project delivery 

requirements for its existing diagnostic and primary PCI program 

• 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 

• Participates in the NCDR CathPCI registry 

• 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, 

 
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 
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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

1.  Name: Patrick O'Donovan
2.  Organization: Beaumont Health System
3.  Phone: 248 551 6406
4.  Email: podonovan@beaumont.edu
5.  Standards: CC
6.  Testimony: On behalf of Beaumont Health System, I would like to offer the following comments
pertaining 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 IIb 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.

•       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.
o       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) 

• 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 
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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 
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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 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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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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