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CARDIAC CATHETERIZATION SERVICES 
 

STANDARD ADVISORY COMMITTEE (SAC) Draft Charge 
Approved by the CON Commission Chairperson as delegated by  

the CON Commission on January 28, 2014 

 
(original charge in black; consensus in red 

 proposal 1 in blue; proposal 2 in green) 
 

At a minimum, the Cardiac Catheterization Services SAC should consider 
reviewing and recommending any necessary changes to the Cardiac 
Catheterization Services Standards regarding the following: 

1. Determine if elective therapeutic cardiac catheterization's (limited to 
PCI’s) should be allowed at facilities that do not provide on-site open 
heart surgery services by considering the recommendations of national 
organizations.   

Cost and Access do not suggest that there is a need.  Research 
indicates that Quality is not compromised when these services 
are provided without open heart surgical back up.   

Vote: Decouple (in favor/opposed) 

If it is recommended that the services should be allowed: 

a. consider the impact of cost, quality and access under the current 
standards in determining need for this service; 

 

Proposal 1 Proposal 2 

The following shall replace the existing 
Section 3(2)(d) respecting 
requirements for initiation of adult 
therapeutic cardiac catheterization 
services: 

The applicant shall project a minimum 

Launch a PILOT program 
(Duration 3 years) allowing 
the 14 primary angioplasty 
sites (plus any facility with 
Open Heart Surgery that 
wants to close their OHS 
program) that are currently in 
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of 200 Adult PCI procedures in the 
category of adult therapeutic cardiac 
catheterizations (PCI) based on data 
from the most recent 12-month period 
preceding the date the application was 
submitted to the Department. 
Respecting these projected PCIs, 
the applicant will further project 
that either of the following two 
requirements will be satisfied 
based on these same data: 

1. That at least 50% of the 
projected PCI cases will 
be performed for patients 
residing at least 60 miles 
from any existing adult 
therapeutic cardiac 
catheterization service, 
or; 

2. That at least 75% of the 
projected PCI cases will 
be performed for patients 
residing at most 60 miles 
from only a single existing 
adult therapeutic cardiac 
catheterization service. 

good standing with regards to 
their quality metrics and 
outcomes to perform elective 
angioplasty without surgical 
back up (This will be 
determined based on their 
outcomes reported in BMC2).  
The current proposal is 
designed to address topics 
discussed in CON meetings.  
Multiple cardiology bodies 
accept the metrics addressed 
in this document.  

Allow current Primary PCI 
programs (14 institutions), 
plus any facility with Open 
Heart Surgery that wants to 
close their OHS program, to 
Pilot an elective angioplasty 
program with the current 
conditions: (see quality and 
safety section) 

 

Vote: Access Criteria (in favor/opposed)If majority vote is in favor of 
access crotieria- Motion to approve proposal 1   

Vote: 14 Primary PCI and OHS closing are the only eligible for 
expansion (Pilot)  (in favor/opposed) 

 

 

 



3 

 

b. Provide specific criteria for this service including: 

Initiation and Maintenance Volumes; 

i. A minimum of 200 procedures per year to initiate and maintain 
elective PCI without open heart surgical back up (previously 
approved through SAC Committee vote) 

ii. Single operator minimum volume of 50 procedures per year over 2 
years (previously approved through SAC Committee vote) 

iii. Operators must be at least 2 years out of fellowship 

As well as Patient Safety and Quality Criteria 

i. All centers must have a quality program with internal QI 
processes monitoring patient selection and procedures. 

ii. All hospitals must have a transfer protocol and emergency 
plan in place for patient transfers. 

iii. Each hospital with an approved CON for primary PCI  and/or 
elective PCI (upon upgrade or expansion) shall report to the 
MDCH as part of their annual hospital survey, the following 
information from their most BMC2 (or like registry/quality 
monitoring program) report at its sole expense:        
     

Proposal 1 Proposal 2 
Information collected and 
utilized internally by this 
program should include:  
a. The number of patients 
treated with and without STEMI 
b. The proportion of PCI patients 
with emergency CABG, risk-
adjusted acute kidney injury, or 
post procedure stroke; 
c. Risk-adjusted patient 
mortality for both STEMI and 
non-STEMI procedures; 
d. PCI in–hospital risk adjusted 
rate of bleeding events 
e. Median post–acute LOS for PCI 
patients with STEMI  
f. PCI appropriate use in 

Quality metrics will be 
determined by the quality 
sub-committee 
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elective-non acute MI cases 
Vote: Quality Sub-Committee determines metrics   (in 
favor/opposed)  
Vote: Minimal recommended set approved and updated by 
BMC2 (or like organization)  (in favor/opposed)                                            

 
iv. Each institution will identify a physician champion as the 

contact point for the BMC2 or like organization. 
v. Cath lab facility requirements and collaborative 

cardiologists-heart surgeon relationship requirements 
will conform with SCAI/ACC consensus document.  Each 
facility will bear the sole expense of demonstrating 
compliance with these criteria in their application. 
Vote: SCAI/ ACC  compliance demonstrated in application for   

new elective programs and renewals  (in favor/opposed)  
 
 

2. Develop language for a second acquisition, similar to that of other 
standards. 

Consistent with previous recommendations above. 

 
3. Develop specific measurable quality metrics in the project delivery 
requirements similar to that of Open-Heart Surgery (OHS) standards. 

Proposal 1 Proposal 2 

i. Annually, Michigan Department of 
Community Health will request 
of BMC2 (or like organization)  
a recommendation for a slate of 
objective quality metrics – to 
include, but not necessarily be 
limited to those listed under 
"Patient Safety and Quality 
Criteria" section above – 
together with a threshold value 
for each metric, representing 
minimally acceptable 
performance for the following 

Quality metrics will be       
determined by the quality sub-
committee 

Clinical and anatomical 
consideration to exclude 
patients from elective 
angioplasty without surgical 
backup: 

a. Patients with    
decompensated heart 
failure 

b. Patients with advanced 
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year.   

ii. If MDCH does not receive the 
requested slate of objective 
quality metrics and thresholds 
within 60 days of request, then 
MDCH will use the following 
thresholds and metrics: 
performance at a level of 25th 
percentile on each metric listed 
under "Patient Safety and 
Quality Criteria" section above. 

iii. MDCH will notify hospitals who fail 
to meet any of the minimally 
acceptable objective quality 
metric thresholds. MDCH will 
require these hospitals to:   

a. Submit a corrective action plan 
within three (3) months of 
notification  

b. Demonstrate that performance 
has improved to meet or exceed 
all applicable objective quality 
metric thresholds within twelve 
(12) months of notification. 

iv. MDCH will revoke the CON of 
hospitals that fail to meet the 
requirements set forth in iiib. 

malignancy and life 
expectancy less than 1 
year 

c. Patients with recent 
hemorrhagic stroke 
(Less than 8 weeks). 

d. Patients who are 
unable to tolerate 
antiplatelet therapy 

e. Patients with 
unprotected Left main 
disease 

f. Patients that may 
require hemodynamic 
support prior to the 
start of the procedure 
as decided by the 
clinician 

 
In case any center fails to 
provide adequate response or 
adhere to quality measures as 
defined by the quality sub-
committee, the state will be 
notified. 
 

 

Deliberate and create motion on quality  Vote: (in favor/opposed) 

Vote: MDCH actions related to those hospitals who fail to meet any of the 
minimally acceptable quality thresholds: (in favor/opposed) 

iv. If the hospital does not meet minimum state standards with 
respect to Appropriate Use Criteria, as measured by BMC2 (or 
like organization), the center will be notified immediately.  The 
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physician champion will be responsible to lead the efforts to 
develop and submit an action plan as outlined in iiia and 
iiib. 

Pediatric language will be incorporated as identified in 
the document distributed by Renee Turner-Bailey. 

 
4. Consider any technical or other changes from the department, e.g., 
updates or modifications consistent with other CON review standards and 
the Public Health Code. 
These adjustments have previously been recommended and 
approved by Department of Michigan staff related to definitions 
and geographies. 



 



 


