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SECTON 1:   
Describe the proposed rule, including a brief history of the issue, and explain why 
the proposed rule is needed. 
The Department of Health (department) administers the Certificate of Need (CoN) 
program pursuant to chapter 70.38 RCW and chapter 246-310 WAC. The primary goals 
of the CoN program are to control costs by making sure existing facilities are fully 
utilized before additional facilities are added, and to “assure the health of all citizens in 
the state…” consistent with RCW 70.38.015(1). Entities are required to obtain a CoN 
prior to constructing, developing or otherwise establishing certain health facilities and 
services pursuant to RCW 70.38.105(4)(a). For approval, a CoN applicant must show 
that the population to be served has “need” for the proposed facility or service pursuant 
to both RCW 70.38.115(2)(A) and WAC 246-310-210(1). 
 
Elective PCI is a “tertiary health service,” defined in RCW 70.38.025(14) as “a 
specialized service that meets complicated medical needs of people and requires 
sufficient patient volume to optimize provider effectiveness, quality of service, and 
improved outcomes of care.”  In 2008, the CoN program adopted rules to allow elective 
PCI to be performed in hospitals without on-site open heart surgery capability, as long 
as certain criteria were met, including volume standards.  WAC 246-310-020(1)(i)(E) 
includes adult elective PCI without on-site cardiac surgery as part of a larger definition 
of tertiary services described in WAC 246-310-020(1)(d)(i), and is subject to CoN 
review.  

 
In 2015, the department conducted a review of tertiary services described in WAC 246-
310-020(1)(d)(i). During that review, the department learned that the current volume 
standards for adult elective PCI identified in rule were higher than the national standard, 
and did not align with current clinical literature and research indicating that there is a 
volume-quality relationship for PCI. This provided a substantive basis for considering 
opening the current rules and amending volume standards.  
In March, 2016, the department received a rules petition proposing specific 
amendments to subsections of existing adult elective PCI rule to align them with current 
research regarding volume standards for institutions and physicians performing adult 
elective PCI. The department received a second rules petition in June 2016, asking the 
department to add exception language to existing rule regarding the evaluation of 
elective PCI CoN applications. The department agreed to open the rules to consider 
both petitions. Following additional review, stakeholdering, and data analysis, the 
department determined that amending the rules to add language updating both 
institutional and physician volume standards best supported and maintained the overall 
CoN program goal of ensuring patient access to quality, affordable healthcare.  
The department proposes to amend WACs 246-310-715, -720, -725, and -745 by 
reducing current levels of institutional and physician volume standards. Clarification and 
modernization of the rules is necessary to align them with current clinical literature and 
research, increase predictable, consistent and enforceable CoN decisions, and to fully 
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promote fulfillment of the legislative intent of chapter 70.38 RCW requiring CoN 
approval for specific service types.  
 

 
SECTION 2: 
Is a Significant Analysis required for this rule? 
Yes, as described by RCW 34.05.328(5)(c)(iii)(C), the proposed rules require a 
significant analysis because they adopt new, or make significant amendments to, a 
policy or regulatory program. The proposed rule amendments update and modify 
volume standards for institutions and physicians performing elective PCI.

 
 
SECTION 3: 
Clearly state in detail the general goals and specific objectives of the statute that 
the rule implements. 
The goals and objectives of chapter 70.38 RCW are to “promote, maintain and assure 
the health of all citizens in the state, to provide accessible health services, health 
manpower, health facilities, and other resources while controlling excessive increases in 
costs.” The statute states that health planning “should be concerned with public health 
and health care financing, access and quality, recognizing their close interrelationship 
and emphasizing cost controls of health services, including cost effectiveness and cost-
benefit analysis. 
 
The rule implements the statute’s objective by: 
 

A. Maintaining patient quality of care through alignment of per-institution and 
per-physician PCI volumes with recent, nationally recognized academic 
literature and clinical research;  

B. Ensuring patient access to care through equitable evaluation of qualified CoN 
applications;  

C. Amending rules as are necessary in the public interest; 
D. Supporting the overarching goal of chapter 70.38 RCW to make sure that the 

construction, development or expansion of healthcare services is 
accomplished in a planned and orderly fashion, without unnecessary 
duplication while promoting access to quality, cost effective services. 

 
 
 
 
 



4 
 

SECTION 4: 
Explain how the department determined that the rule is needed to achieve these 
general goals and specific objectives.  Analyze alternatives to rulemaking and the 
consequences of not adopting the rule. 
The basic goals of the CoN program–-quality, cost containment and patient experience-
-are realized by rules. The department determined that the proposed amendments are 
needed to achieve the goals and objectives of CoN. The amended rules clearly describe 
updated volume standards for institutional and physician elective PCI. These revisions 
are responsive to the characteristics of the current elective PCI landscape, as well as 
the influence of stents, pharmaceuticals, and technology on elective PCI volume 
reduction. The proposed amendments represent the department’s commitment to 
achieve its statutorily defined goals and objectives by adjusting elective PCI volume 
standards to align with current clinical research and literature. Updated CoN PCI rules 
support the department’s goals of increased access to services, increased patient 
safety, and positive clinical outcomes.  
 
If CoN elective PCI volume standards are not reduced, hospitals face the potential of 
noncompliance with current CoN minimum volume standards, resulting in the possible 
discontinuance of some elective PCI programs. This could destabilize the health care 
market place in local communities and negatively impact patient outcomes. Continued 
CoN regulation of elective PCI programs supports and maintains patient quality of care. 
Rulemaking assures CoN applicants and affected parties that program decisions are 
consistent, based on nationally recognized clinical literature, and that criteria are applied 
fairly and equitably, confirming that the public policy goals of CoN are achieved.  
 
The department explored other options to address elective PCI volume standard 
reduction and concepts around administrative equity, and determined that there are no 
feasible alternatives to rulemaking. Reducing CoN elective PCI volume standard must 
be in rule to be enforceable consistent with RCW 34.05.010(16). If the proposed rule 
amendments are not adopted, the state faces a potential disruption in the delivery of 
elective PCI services, resulting in a threat to the essential CoN goals of patient safety 
and access to quality healthcare services.  

 
SECTION 5: 
Explain how the department determined that the probable benefits of the rule are 
greater than the probable costs, taking into account both the qualitative and 
quantitative benefits and costs and the specific directives of the statute being 
implemented. 
The proposed amendments revise WAC 246-310-715, -720, -725, and -745. By 
definition, the requirement in this rule is considered “legislatively significant” (RCW 
34.05.328). The following is a cost/benefit analysis of the rule amendments.   
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1. WAC 246-310-715 – General Requirements; WAC 246-310-720 – Hospital 
Volume Standards; WAC 246-310-725 – Physician Volume Standards; WAC 
246-310-745 – Need forecasting methodology  - Amended 
 
The current rules provide that all elective PCI programs must comply with the 
annual volume standard of three hundred PCI procedures per year by the end of 
the third year of operation. This projected volume must be sufficient to assure 
that all physicians working only at the applicant hospital will be able to meet a 
volume standard of seventy-five PCI procedures per year. If an applicant hospital 
fails to meet these annual volume standards, the department may conduct a 
review of CoN approval for the program consistent with WAC 246-310-755. 
 
The consensus clinical standards in the 2014 SCAI/ACC/AHA (Society for 
Cardiovascular Angiography and Interventions, the American College of 
Cardiology Foundation, and the American Heart Association) establish an 
institutional or facility volume standard threshold of two hundred PCI procedures 
per year. The consensus clinical standards also indicate that PCIs should be 
performed by “experienced operators who perform a minimum of 50 elective PCI 
procedures…” each year and “[i]deally these procedures should be performed in 
institutions that perform more than 200 elective PCI per year…”1 The consensus 
clinical standards indicate that there is a volume-quality relationship for PCI.  
 
Since the rule was written in 2008, the overall volume of adult elective PCI 
procedures performed in Washington state, as well as nationally, has declined. 
The 2014 SCAI/ACC/AHA consensus document clearly states that since 2006, 
the national annual volume of PCI procedures has “declined by over 30%.” 
Several factors have contributed to this, including the use of drug-eluting stents, 
“…greater emphasis on medical therapy for treatment…enhanced primary and 
secondary prevention efforts."2 The consensus document notes that as a result 
of these factors, operators and hospitals now have low-volume practices.  
 
The department’s Comprehensive Hospital Abstract Reporting System (CHARS) 
data also establishes a 19.6% decrease in PCI services since 2008, noting 
14,473 procedures in 2008 and 11,639 PCI procedures in 2013. This is 
supported by Washington Clinical Outcomes Assessment Program (COAP) data, 
as well.  COAP is a regional quality collaborative that leverages medical 
leadership and clinical, administrative, and financial data to establish and drive 
best practices in Washington state cardiac care. The purpose of COAP is to 
support all hospitals and clinicians in achieving the highest levels of patient care 
and outcomes.3 
 

 
                                                 
1 Gregory J. Dehmer, James C. Blankenship, Mehmet Cilingiroglu, James G. Dwyer, Dmitriy N. Feldman, Timothy J. Gardner, Cindy L. Grines, Mandeep Singh. 
SCAI/ACC/AHA Expert Consensus Document: 2014 Update on Percutaneous Coronary Intervention Without On-Site Surgical Backup.  
Journal of the American College of Cardiology Jun 2014, 63 (23) 2624-2641; DOI: 10.1016/j.jacc.2014.03.002; pg. 2614 
2 Id.  at pg 2611 
3 See http://www.coap.org/ 
 

http://www.coap.org/
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Supported by the consensus documents, COAP data and the departments 
CHARS data, the proposed rule amendments reduce the annual hospital PCI 
volume standard to two hundred PCI procedures by the end of the third year of 
operation and the annual physician volume standard to fifty PCI procedures per 
year.  
 
Rule Cost/Benefit Analysis    
 
There is no cost associated with these rule amendments. PCI procedures 
depend on the clinical expertise of physicians and other staff, such as 
catheterization laboratory staff and the use of highly specialized equipment. Both 
emergent and elective PCI require the same level of care and resources, even 
though one is scheduled and the other is not. Although some patients may be 
coded differently for billing purposes (inpatient or outpatient), the resources used 
to provide PCIs are identical and the procedure risk is the same. What is not the 
same, however, is PCI procedure volume.  
 
The department has elected to reduce the annual hospital and physician volume 
standards consistent with reliable, replicable data, clinical research, current 
practice and in response to the technological and pharmaceutical advances of 
the last several years. While elective PCI volume has declined in the last several 
years, strong quality measures and performance monitoring will continue to 
increase quality and reduce adverse outcomes.  
 
Reducing elective PCI procedure volumes for institutions and providers 
consistent with nationally recognized standards and statewide trends benefits 
communities and protects patients by assuring standards of care to maintain 
competency and excellence in service delivery. A full analysis of life expectancy 
and value of resulting improved health after elective PCI weighed against the 
overall cost of providing the service is beyond the scope of this analysis, but 
should be a consideration when evaluating the overall impact of reducing elective 
PCI volume thresholds. However, the relative benefit of more favorable outcomes 
at facilities with updated minimum volume standards outweighs both the financial 
and societal costs of the potential decline in access and quality resulting from 
rigid, outdated volume thresholds.  
 
Further, existing adult elective PCI providers will be able to maintain current 
volumes while making it easier for new applicants to enter the service market, 
benefitting both the consumer and providers. Reducing institutional and operator 
volumes will likely not affect existing adult elective PCI providers since these 
providers already “hold steady” in the market, and lowering volume standards 
allows new providers to serve the excess, or patients who are not being served, 
increasing access and assuring that patients are receiving high quality, cost 
effective care.  
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SECTION 6: 
Identify alternative versions of the rule that were considered, and explain how the 
department determined that the rule being adopted is the least burdensome 
alternative for those required to comply with it that will achieve the general goals 
and specific objectives state previously. 

DOH staff worked closely with providers, health facilities consultants, and other 
constituents over a protracted period of time to minimize the burden of this rule. 
The department offered stakeholders opportunities to participate in rulemaking 
workshops, provide suggested rule changes, and comment on the rule. During 
open public rules workshops the only proposed version of the language that 
differed from the proposed volume reduction amendments was proposed 
exception language, described below as Alternative C. After careful 
consideration, some of the suggested changes were accepted while others were 
rejected. Mutual interests were identified and considered through deliberations.  

Least Burdensome Determination  
 The department’s stakeholdering process encouraged parties to:  

• Identify burdensome areas of existing rule;  

• Propose initial or draft rule changes; and 

• Refine those changes.  
The proposed amendments went through review, discussion and refinement 
before arriving at the final proposal. The end result of this process are proposed 
changes that will provide increased rule clarity, guidance, and will ultimately be 
modernized and less burdensome than the original rules.  

Alternatives Considered 
Alternative A  -  No Change in Current Rule Language (WAC 246-310-715, -720, -725, -
735 and -745): 
The current rule language contains volume requirements that are restated throughout 
the above cited regulations that,  

“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.” (See WAC 246-310-715(2)).    

Alternative A is not consistent with consensus clinical standards and replicable data that 
establish institutional and physician volume standards. Institutions seeking to establish 
new or expand existing PCI programs would be held to volume thresholds that no 
longer are reflective of current PCI practice, resulting in potential barriers to patient 
access.  
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Alternative B  -  Amendments to Rule Language 
The amended rule language reduces the volume requirements, and are restated 
throughout the proposal as demonstrated in the example below:   

“All new elective PCI programs must comply with the state of Washington annual 
PCI volume standards (three two 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 fifty 
PCIs per year.” (See proposed WAC 246-310-715(2)).    

In Alternative B, the volume standards are reduced from three hundred elective PCI 
procedures per facility, and seventy-five elective PCI procedures per physician working 
at the applicant hospital. These amendments are consistent with replicable data and the 
consensus documents.  
Alternative C – Exception Language 
One of the petitioners proposed the following language for WAC 246-310-720: 

“(1) Hospitals with an elective PCI program must perform a minimum of three two 
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 
(ii) All existing PCI programs in that planning area are meeting or exceeding 
the minimum volume standard; OR 

(b) (i) The applicant has demonstrated that health disparities or inequities or a 
lack of access exists within the zip codes comprising the communities from which 
75% of its patients reside; and  
      (ii) All other applicable review criteria and standards have been met.  

 
This version of exception language was introduced to stakeholders by the second 
petitioner in this rulemaking process. Feedback from stakeholders identified several 
concerns regarding this language, including the potential of subjective application of 
standards, and the challenges the department would encounter defining and quantifying 
the terms “health disparities or inequalities” and “lack of access” within the context and 
scope of the CoN program.  
The department carefully considered stakeholder presentations, discussion and 
comment related to inclusion of exception language in the CoN adult elective PCI rules. 
Following extensive analysis of the available evidence and internal deliberation, the 
department determined that the information submitted during the stakeholder process 
did not support the addition of adult elective PCI absent numeric need without placing 
patients at risk. Materials submitted did not provide verifiable data empirically 
establishing statewide elective PCI access disparity, nor did the information empirically 
establish a causal relationship between the lack of CoN approved elective PCI 



9 
 

programs in socioeconomically disadvantaged planning areas and adverse healthcare 
outcomes.  
While the CoN program was designed to “assure the health of all citizens in the state” 
through the development and establishment of certain health facilities and services 
consistent with its enabling statute, the scope of that authority is limited to evaluation of 
certain healthcare facilities and certain services. The statute does not authorize the 
department, through the CoN program, to analyze, assess and equalize health or 
socioeconomic disparities and inequality in Washington state. Even if that authority was 
statutorily conferred to the department, it is unclear how the addition of adult elective 
PCI programs would alleviate or eliminate such disparities.   
Alternative C was not incorporated into the rules.  
 
Stakeholder Engagement and Response 
 
The proposed language was presented to stakeholders on August 3, 2016, April 11, 
2017, May 11, 2017 and July 19, 2017. Entities represented were:  

• Providence Health and Services,  

• Health Facilities Planning 

• University of Washington Medical;  

• Virginia Mason Memorial (formerly Yakima Valley Memorial)  

• Multicare 

• CHI Franciscan  

• Legacy Health 

• Washington State Hospital Association 
At the first stakeholder meeting held August 3, 2016, stakeholders were invited to serve 
on a data subcommittee formed to review relevant data produced by the Clinical 
Outcomes Assessment Program (COAP), a Washington entity that tracks data to guide 
best practices in cardiac care. Stakeholders were also invited to comment on rule 
language proposed in both petitions. One written comment was received on August 3, 
2016 and no additional comments were received until April 11, 2017.  
Comments received from all stakeholders after April 11, 2017 supported the proposed 
volume amendments as presented in Alternative B, but agreement was not reached on 
the concept of, or any proposed language related to exceptions for adult elective PCI. 
Stakeholder meetings held on May 11, 2017 and July 19, 2017 focused on discussion of 
exception language.  
Following review and consideration of all written and oral stakeholder feedback, 
extensive deliberation and research, the department will not adopt Alternative C for the 
reasons stated above.  
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SECTION 7: 

Determine that the rule does not require those to whom it applies to take an 
action that violates requirements of another federal or state law.   
The rule does not require those to whom it applied to take action that violate federal or 
state law.  
 

 
 
SECTION 8: 
Determine that the rule does not impose more stringent performance 
requirements on private entities than on public entities unless required to do so 
by federal or state law. 
The rule does not impose more stringent performance requirements on private entities 
than on public entities.  
 

 
 
SECTION 9: 
Determine if the rule differs from any federal regulation or statute applicable to 
the same activity or subject matter and, if so, determine that the difference is 
justified by an explicit state statute or by substantial evidence that the difference 
is necessary. 
The rule does not differ from any applicable federal regulation or statute.  
 

 
 
SECTION 10: 
Demonstrate that the rule has been coordinated, to the maximum extent 
practicable, with other federal, state, and local laws applicable to the same 
activity or subject matter. 
There are no other applicable laws.  


