
 

 

 
 
June 1, 2016 
 
 
Tami Thompson, Rules Coordinator  
Washington State Department of Health 
Tami.Thompson@doh.wa.gov  
 
 
Dear Ms. Thompson: 
 
Pursuant to RCW 34.05.330 and chapter 82-05 WAC, CHI Franciscan Health respectfully 
petitions the Washington State Department of Health to amend current certificate of need rules 
concerning elective percutaneous coronary interventions to allow for the consideration, absent 
numeric need, of the significant health inequities impacting access to care for some of the most 
vulnerable populations in our state. 
 
We understand RCW 34.05.330 allows any person to petition a state agency to adopt, repeal, or 
amend any rule within its authority.  We further understand that within one business day, the 
Department of Health will acknowledge receipt of this petition, upon which it then has 60 days 
to act. 
 
We appreciate your consideration of this petition, and are available to answer any questions the 
Department may have. 
 
 
Sincerely, 
 

 
 
Richard Petrich 
Vice President, Strategic Planning  
  
 

mailto:Tami.Thompson@doh.wa.gov
http://app.leg.wa.gov/rcw/default.aspx?cite=34.05.330


Petition to Amend Certificate of Need Rules:  
Elective Percutaneous Coronary Interventions 

 
 
1. Name and Address of Petitioners 
  
CHI Franciscan Health  
1717 South J Street 
Tacoma, WA  98405  
 
(253) 680-8872 
RichardPetrich@chifranciscan.org 
 
 
2. Name and Address of Agency Responsible for Administering the Rule  
 
Washington State Department of Health, Certificate of Need Program 
111 Israel Rd. S.E. 
Tumwater, WA 98501 
P. O. Box 47852  
Olympia, WA 98504-7852 
 
The Department is the state agency authorized and directed to implement the Health Planning 
and Development Act, chapter 70.38 RCW (the “Act”) in the state of Washington.  The 
Department has adopted the rules set forth in chapter 246-310 WAC to assist it in implementing 
the Act.   
 
 
3. Rationale for Amendment of the Rule 
 
Legislation in 2007 directed the Department of Health (Department) to adopt rules establishing 
standards for the issuance of a certificate of need (CN) for the performance of elective 
percutaneous coronary interventions (PCIs) at hospitals that do not otherwise provide on-site 
cardiac surgery.  The rules subsequently adopted in December 2008 (Chapter 246-310 WAC) 
authorized the Department to grant a CN exclusively to those hospitals where it is projected that 
a specified volume of PCI will be performed by each of the hospital’s physicians (75 annually) 
and at the hospital as a whole (300 annually).  
 
Under the current rules, the Department does not have the latitude to consider approving an 
application absent numeric need.  This strict adherence to a numeric methodology means that 
characteristics unique to the residents of particular community are being ignored.  It also means 
that there are communities in Washington State where the need for adequate access to these 
services has been left unmet even in those cases where the hospital is both prepared and able to 
provide safe and ready access.  This result is contrary to the underlying CN statute.   
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The rule as currently adopted is indifferent to socioeconomic issues and geographic isolation that 
materially affect people’s ability to access care.  As such, it risks worsening the already 
significant health disparities among residents statewide. Such disparities were highlighted most 
recently in a February 2016 report by the Office of Financial Management, which found among 
other things a 2.6-fold difference between the state legislative district with the highest coronary 
artery disease mortality rate and the district with the lowest (see Attachment 1). 
 
Ideally, the Department would have recognized the potential for this result and preemptively 
addressed it when adopting the current PCI rules in 2008.  Given the priority placed by the 
Secretary on addressing health disparities, and given that there is now evidence to suggest that a 
lack of access is impacting these disparities and outcomes, the Department should immediately 
remedy this oversight by adopting the proposed amendment. The amendment we are suggesting 
simply gives applicants the opportunity to request, and provides the agency with discretion to 
grant or deny, an elective PCI CN on a case-by-case basis based on provided data and 
documentation.  It also brings the PCI rules in-line with most other CN methodologies that allow 
other factors to be considered in the absence of numeric need. 
 
The bottom line is that unless there is an opportunity in the rules for the Department to consider 
the unique inequities facing some communities, underserved patients may continue to be left 
without important access to elective PCI.  
 
The Department should update the elective PCI rules to reflect emerging evidence and concerns 
about health disparities by amending the current standards consistent with the draft language 
below. 
 
 
4.  Proposed Draft Language  
 
Included below is draft amendatory language we believe would help address this issue. 
 
WAC 246-310-715 
 
General requirements. 
 
The applicant hospital must: 

(1) Submit a detailed analysis of the impact that their new adult elective PCI services will 
have on the Cardiovascular Disease and Interventional Cardiology Fellowship Training programs 
at the University of Washington, and allow the university an opportunity to respond.  New 
programs may not reduce current volumes at the University of Washington fellowship training 
program. 
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(2) Submit a detailed analysis of the projected volume of adult elective PCIs that it 
anticipates it will perform in years one, two and three after it begins operations.  Except for 
hospitals granted a certificate of need under WAC 246-310-720(2)(b), all new elective PCI 
programs must comply with the state of Washington annual PCI volume standards (three 
hundred) by the end of year three.  The projected volumes must be sufficient to assure that all 
physicians working only at the applicant hospital will be able to meet volume standards of 
seventy-five PCIs per year.  If an applicant hospital fails to meet annual volume standards, the 
department may conduct a review of certificate of need approval for the program under WAC 
246-310-755. 

(3) Submit a plan detailing how they will effectively recruit and staff the new program 
with qualified nurses, catheterization laboratory technicians, and interventional cardiologists 
without negatively affecting existing staffing at PCI programs in the same planning area. 

(4) Maintain one catheterization lab used primarily for cardiology. The lab must be a 
fully equipped cardiac catheterization laboratory with all appropriate devices, optimal digital 
imaging systems, life sustaining apparati, intra-aortic balloon pump assist device (IABP).  The 
lab must be staffed by qualified, experienced nursing and technical staff with documented 
competencies in the treatment of acutely ill patients. 

(5) Be prepared and staffed to perform emergent PCIs twenty-four hours per day, seven 
days per week in addition to the scheduled PCIs. 

(6) If an existing CON approved heart surgery program relinquishes the CON for heart 
surgery, the facility must apply for an amended CON to continue elective PCI services.  The 
applicant must demonstrate ability to meet the elective PCI standards in this chapter. 
 
WAC 246-310-720 

 
Hospital volume standards. 
 
(1) Except for hospitals granted a certificate of need under (2)(b) of this section, hospitals 

with an elective PCI program must perform a minimum of three hundred adult PCIs per year by 
the end of the third year of operation and each year thereafter. 

(2) The department shall only grant a certificate of need to new programs within the 
identified planning area if: 

(a) (i) The state need forecasting methodology projects unmet volumes sufficient to 
establish one or more programs within a planning area; and 

(((b))) (ii) All existing PCI programs in that planning area are meeting or exceeding the 
minimum volume standard; or 

(b) The applicant hospital demonstrates: (i) people living in its catchment area because of 
socioeconomic, geographic isolation, or other factors not considered in the state need forecasting 
methodology, do not have adequate access to existing elective PCI programs and that this lack of 
access is causing health disparities; and (ii) granting it a certificate of need will provide people 
living in its catchment area with such access.  Catchment area must be defined by verifiable 
patient origin data.  
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WAC 246-310-745 
 
Need forecasting methodology. 
 

For the purposes of the need forecasting method in this section, the following terms have 
the following specific meanings: 

(1) "Base year" means the most recent calendar year for which December 31 data is 
available as of the first day of the application submission period from the department's CHARS 
reports or successor reports. 

(2) "Current capacity" means the sum of all PCIs performed on people (aged fifteen years 
of age and older) by all CON approved adult elective PCI programs, or department grandfathered 
programs within the planning area. To determine the current capacity for those planning areas 
where a new program has operated less than three years, the department will measure the volume 
of that hospital as the greater of: 

(a) The actual volume; or 
(b) The minimum volume standard for an elective PCI program established in WAC 246-

310-720. 
 (3) "Forecast year" means the fifth year after the base year. 
 (4) "Percutaneous coronary interventions" means cases as defined by diagnosis related 

groups (DRGs) as developed under the Centers for Medicare and Medicaid Services (CMS) 
contract that describe catheter-based interventions involving the coronary arteries and great 
arteries of the chest.  The department will exclude all pediatric catheter-based therapeutic and 
diagnostic interventions performed on persons fourteen years of age and younger are excluded. 
The department will update the list of DRGs administratively to reflect future revisions made by 
CMS to the DRG to be considered in certificate of need definitions, analyses, and decisions. The 
DRGs for calendar year 2008 applications will be DRGs reported in 2007, which include DRGs 
518, 555, 556, 557 and 558. 

(5) "Use rate" or "PCI use rate," equals the number of PCIs performed on the residents of 
a planning area (aged fifteen years of age and older), per one thousand persons. 

(6) "Grandfathered programs" means those hospitals operating a certificate of need 
approved interventional cardiac catheterization program or heart surgery program prior to the 
effective date of these rules, that continue to operate a heart surgery program.  For hospitals with 
jointly operated programs, only the hospital where the program's procedures were approved to be 
performed may be grandfathered. 

(7) The data sources for adult elective PCI case volumes include: 
(a) The CHARS data from the department, office of hospital and patient data; 
(b) The department's office of certificate of need survey data as compiled, by planning 

area, from hospital providers of PCIs to state residents (including patient origin information, i.e., 
patients' zip codes and a delineation of whether the PCI was performed on an inpatient or 
outpatient basis); and 

(c) Clinical outcomes assessment program (COAP) data from the foundation for health 
care quality, as provided by the department. 

(8) The data source for population estimates and forecasts is the office of financial 
management medium growth series population trend reports or if not available for the planning 
area, other population data published by well-recognized demographic firms. 
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(9) The data used for evaluating applications submitted during the concurrent review 
cycle must be the most recent year end data as reported by CHARS or the most recent survey 
data available through the department or COAP data for the appropriate application year.  The 
forecasts for demand and supply will be for five years following the base year.  The base year is 
the latest year that full calendar year data is available from CHARS. In recognition that CHARS 
does not currently provide outpatient volume statistics but is patient origin-specific and COAP 
does provide outpatient PCI case volumes by hospitals but is not currently patient origin-specific, 
the department will make available PCI statistics from its hospital survey data, as necessary, to 
bridge the current outpatient patient origin-specific data shortfall with CHARS and COAP. 

 (10) Numeric methodology: 
Step 1. Compute each planning area's PCI use rate calculated for persons fifteen years of 

age and older, including inpatient and outpatient PCI case counts. 
(a) Take the total planning area's base year population residents fifteen years of age and 

older and divide by one thousand. 
(b) Divide the total number of PCIs performed on the planning area residents over fifteen 

years of age by the result of Step 1 (a). This number represents the base year PCI use rate per 
thousand. 

Step 2. Forecasting the demand for PCIs to be performed on the residents of the planning 
area. 

(a) Take the planning area's use rate calculated in Step 1 (b) and multiply by the planning 
area's corresponding forecast year population of residents over fifteen years of age. 

Step 3. Compute the planning area's current capacity. 
(a) Identify all inpatient procedures at CON approved hospitals within the planning area 

using CHARS data; 
(b) Identify all outpatient procedures at CON approved hospitals within the planning area 

using department survey data; or 
(c) Calculate the difference between total PCI procedures by CON approved hospitals 

within the planning area reported to COAP and CHARS.  The difference represents outpatient 
procedures. 

(d) Sum the results of (a) and (b) or sum the results of (a) and (c).  This total is the 
planning area's current capacity which is assumed to remain constant over the forecast period. 

Step 4. Calculate the net need for additional adult elective PCI procedures by subtracting 
the calculated capacity in Step 3 from the forecasted demand in Step 2.  If the net need for 
procedures is less than three hundred, the department will not approve a new program, except for 
programs which may be approved under WAC 246-310-720(2)(b). 

Step 5. If Step 4 is greater than three hundred, calculate the need for additional programs. 
(a) Divide the number of projected procedures from Step 4 by three hundred. 
(b) Round the results down to identify the number of needed programs. (For example: 

575/300 = 1.916 or 1 program) 
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Referenced Report  
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