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Introduction
The Department of Health's office of Facilities and Services Licensing operates the Certificate of Need (CON) Program.  The CON process is designed to provide patients access to the highest level of care at the lowest reasonable cost.
The program is authorized in chapter 70.38 RCW, Health Planning and Development, and is responsible for reviewing and approving proposals to provide specific types of health services, including new tertiary services.  Tertiary health services are defined in WAC 246-310-020 and include elective percutaneous translumenal coronary angioplasty (referred to hereafter as adult elective percutaneous coronary intervention (PCI)).  These programs must go through review and receive a certificate of need prior to providing these services.  Under current rules, programs currently providing these services are required to have an open heart surgery CON.
In 2007, the Legislature passed SHB 2304, which requires the Department of Health to adopt rules establishing criteria for the issuance of a certificate of need for the performance of elective PCIs at hospitals that do not otherwise provide on-site cardiac surgery.  Prior to initiating rulemaking, the department was required to contract for an independent evidence-based review of the circumstances under which elective percutaneous coronary interventions should be allowed in Washington at hospitals that do not otherwise provide on-site cardiac surgery.  The review was to address factors related to access to care, patient safety, quality outcomes, costs, and the stability of Washington’s cardiac care delivery system and of cardiac care providers.  It also covered the elective coronary intervention volumes at the University of Washington academic medical center so they are maintained at levels required for training of cardiologists consistent with applicable accreditation requirements.  
The Department of Health contracted with Health Management Associates (HMA) to conduct the evidence based review as required by SHB 2304 and submit a report of findings and recommendations.  HMA conducted an extensive literature search and consulted with nationally respected interventional cardiologists and practicing cardiologists at private and public medical centers.  They interviewed Washington hospitals interested in starting elective PCI programs and reviewed national guidelines developed by the American College of Cardiology, the American Heart Association, and the Society for Cardiovascular Angiography and Interventions.  They conducted a search for established regulations in other states that currently allow PCI in hospitals without on-site cardiac surgery.  They also reviewed Accreditation Council for Graduate Medical Education guidelines and interviewed the Director of the Regional Heart Center and Professor of Medicine in the Cardiology Training Program at the University of Washington.
A stakeholder committee consisting of approximately 30 representatives, supported by an additional 35-45 members of their caucuses, met five times between November 15, 2007, and March 11, 2008, to provide the department with their interests and positions regarding the implementation of SHB 2304.  The committee’s final report included consensus recommendations and positions of two caucuses on issues for which there was not consensus.
The department considered the results of the HMA review, the committee’s consensus recommendations and differing positions when drafting the initial proposed rules.
The department also considered comment received from a public hearing held on July 8, 2008, and made some modifications to the initial proposed rules.

Briefly describe the proposed rule. 
The proposed rule prescribes the methodology for predicting the future need for PCI services, and the processes and practices by which the CON Program awards CONs to applicants who propose to provide these services.  
Is a Significant Analysis required for this rule? 

The proposed rule defines the process and practices the department will apply to Certificate of Need applications for PCI services.  Portions of this rule require a significant analysis. However, DOH has determined that no significant analysis is required for the following portions of the rule.
	WAC rules with no significant impact
	Justification

	246-310-700 Purpose and Applicability of Chapter
	RCW 35.05.328(5)(b)(iv) Clarification

	246-310-705 Definitions (except definition #5, planning area.  See C 1 below.)
	RCW 34.05.328(5)(b)(iv) Clarification




A.
Clearly state in detail the general goals and specific objectives of the statute that the rule implements.
The CON program is authorized in chapter 70.38 RCW, Health Planning and Development, and reviews proposals to provide specific types of health services, including PCI.  The purpose of the CON program is to "promote, maintain, and assure the health of all the citizens in the state, to provide accessible health services, health manpower, health facilities, and other resources while controlling excessive increases in costs."  The statute also 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."
B.
Determine that the rule is needed to achieve these goals and objectives, and analyze alternatives to rulemaking and the consequences of not adopting the rule.
The rule prescribes the methodology for predicting the future need for PCI services, and the processes and practices by which the department awards CONs to applicants who propose to provide these services. The Legislature required the Department of Health to adopt rules by July 1, 2008 in SHB 2304.

C.
Determine that the probable benefits of the rule are greater than its probable costs, taking into account both the qualitative and quantitative benefits and costs and the specific directives of the statute being implemented. 

The proposed rules establish criteria for the issuance of a certificate of need for the performance of elective PCI at hospitals that do not provide on-site cardiac surgery.  The department has developed these proposed rules taking the findings from the HMA report and stakeholder input into account.  It is important to note that the rules do not mandate any activities by or impose costs on any existing PCI programs.
Summary of Proposed Rule Cost Analysis
The department assessed the requirements of the proposed rules to determine if they would impose any new cost on applicants that want to establish a PCI program.  The proposed rules and any identified costs would only impact those hospitals that choose to apply for a certificate of need for the performance of elective PCI, and therefore would not be imposed more broadly, for example, on all licensed hospitals in Washington State.  The department identified the following two sections as imposing additional cost:

WAC 246-310-715 General Requirements

WAC 246-310-740 Quality Assurance

	WAC SECTION
	ACTIVITY
	ASSUMPTIONS
	ESTIMATED COSTS

	WAC 246-310-715 General Requirements


	Create PCI analysis document

1.
Impact on U of W program.

2.
Projected PCI volumes.

3.
Staffing Plan

4.
Fully equipped Catheterization Lab**

5.
24/7 coverage 

** we assume an applicant hospital currently has a catheterization lab


	Hospital applicant hires consultant to prepare required elements of analysis.  100 hours at $150 per hour.


	$15,000



	
	Application Fee
	
	$26,506

	
	Conducting emergency transportation drills
	Hospitals incur the cost of 2 emergency drills per year.
	$5,000 per drill 

$10,000 annual

	WAC 246-310-740 Quality Assurance


	Develop written quality assurance/quality improvement plan
	This is also included with the consultant’s initial work.  A minimal effort would be required to include the PCI element to the hospital’s existing QA process.
	$00.00

	TOTAL
	
	
	$51,506


For applicant hospitals choosing to apply for a CON, the department estimates that they will incur approximately $50,000 in cost related to the application.  In addition, the department recognizes that once the CON has been granted to a hospital, it will also have to obtain the qualified staff and facilities needed to offer PCI services.  The HMA report showed a program that performed 200 PCI per year at an average payment of $6,400 would generate over $1.3 million annually.  Applicants that perform the required 300 PCIs per year would generate approximately $2 million annually, an amount in excess of the costs required by the new rule.  This analysis did not compare the cost of providing service to the revenue received for service.  The department assumes applicants will make their decision on whether or not to offer these services based upon the results of their own analysis, after they have determined their own facility’s staffing plans, additional equipment needs, etc.
Summary of Proposed Rule Benefits
In addition to the benefits identified by section below, the department believes that there is an overall benefit of the proposed rule of setting the criteria for safe, appropriate and quality care to patients.  The rule establishes criteria for all applicants so there will be consistent care across the state.  

In addition to the overall benefits of the proposed rules, this document analyzes each of the significant sections, which includes a description of the section, the anticipated benefits of the section, and costs of the rule.

WAC 246-310-705(5) PCI Definitions – “planning area”
Description:  A planning area is an individual geographic area designated by the department for which adult elective PCI program need projections are calculated.  There are 14 proposed planning areas.  Each planning area includes a group of adjacent counties except for Snohomish, Whatcom, Pierce and King Counties.  Snohomish and Whatcom counties are each individual planning areas, and King and Pierce counties are divided into two separate planning areas identified by zip code.  Klickitat County is divided between two planning areas.
Cost/Benefit:  This proposed requirement for 14 planning areas does not impose additional costs on applicants.  The definition is used by the department to help establish projected needs.  
This proposed rule will help provide accessible health services by increasing the number of planning areas from four, which is currently in the cardiac surgery rules, to fourteen.  Size and location of planning areas are important for making safe and quality services accessible and convenient for consumers.  While reducing the planning area size allows for increased access to heart services in local communities, creating many small planning areas may lead to too many low-volume programs.  Increasing the number of planning areas also allows for conducting long-range planning that enables providers to offer high quality services delivered efficiently and expeditiously.
WAC 246-310-710 PCI – Concurrent review cycle
Description:  Applications will be reviewed using a concurrent review cycle as required by RCW 70.38.115 (7).  According to RCW 70.38.115(7), “concurrent review is for the purpose of comparative analysis and evaluation of competing or similar projects in order to determine which of the projects may best meet identified needs.” In a concurrent review, the department simultaneously reviews competing applications to provide service in the same service area, comparing them to each other and the rules to award Certificates of Need.  The department is required to complete a concurrent review within nine months and a regular review within six months of reviewing the application.  If the deadline cannot be met, the department is required to notify the applicants 15 days prior to the scheduled decision date.  If an application is submitted under a concurrent review cycle does not compete with another application, the department may convert it to a regular review process.
Cost/Benefits:  The proposed requirement does not impose additional costs on the applicant.  As required by law, it is the process by which the department must review applications.  Any costs associated with the proposed rule are covered in the application fee.

The benefit of the proposed rule is that a concurrent review cycle will assist the department to choose the proposal that best meets the rules, based on a consistent application of the rules to more than one application at the same time. Concurrent review is currently used for projects such as open heart surgery, pediatric cardiac surgery, hospice, hospice care centers, nursing homes, kidney disease treatment centers and continuing care retirement communities.  Each application will be reviewed using the same data and criteria to provide clarity, fairness and consistency for the applicant and the department's review of the application.

WAC 246-310-715 PCI – General Requirements
Description:  The proposed rule would require:

· Applicant hospitals to submit a detailed analysis of the impact that their new PCI services will have on the Cardiovascular Disease and Interventional Cardiology Fellowship Training programs at the University of Washington. 
· Applicant hospitals to submit a detailed analysis of the projected volume of adult elective PCIs that it anticipates to be performed in years one, two and three.  All programs are required to be in compliance with PCI volume standards of 300 by the end of year three. 
· Applicant hospitals to submit a plan on how they will recruit and staff qualified personnel without negatively impacting existing staffing at PCI programs within the same planning area.  
· Applicant hospitals to have one catheterization lab used primarily for cardiology, fully equipped with all appropriate devices.  
· Applicant hospitals to be prepared and staffed to perform emergent PCIs 24 hours 7 days a week in addition to the scheduled PCIs.  
· If an existing approved CON heart surgery program relinquishes the CON, the facility must apply for an amended CON to continue elective PCI services and demonstrate the ability to meet the elective standards.
Costs/Benefits:  The costs associated with the proposed requirements are identified in the chart on page 3 above.
The benefits include providing accessible health services, an adequate health workforce, health facilities, and other resources while controlling excessive increases in costs.  The proposed rules provide appropriate, safe, consistent and quality standards for patient safety; recognize the importance of existing cardiac programs; and allow for the orderly establishment of new programs.
WAC 246-310-720 PCI – Hospital Volume Standards
Description:  The proposed rules would require the following:

· Hospitals must be able to perform a minimum of 300 adult PCIs per year by the end of the third year of operation and each year thereafter;  
· Hospitals must be able to demonstrate, using the state need forecasting method, projected unmet volumes sufficient to establish one or more programs within a planning area; and  
· The department may grant a certificate of need to a new program within the identified planning area only if all existing programs are meeting or exceeding the minimum volume standard.
Costs/Benefits:  The department assumes that the full cost to perform a minimum of 300 PCIs would be determined through each individual applicants’ own analysis.  As stated above, the department assumes that hospitals will hire a consultant to prepare required elements of the analysis.

The benefits include providing appropriate, safe, consistent and quality standards for patient safety when a PCI procedure is performed.  The rule allows the separation of elective interventions from on-site surgery only in hospitals where it can be performed safely and where any complications can be addressed swiftly.  In addition, the proposed rule protects the viability of existing cardiac programs, while still allowing for the establishment of new programs. The department chose a volume standard of 300, similar to the recommendations in the HMA report, which allows the flexibility for the establishment of new PCI programs in Washington State.  
WAC 246-310-725 PCI – Physician Volume Standards
Description:  The proposed rule requires, physicians performing adult elective PCI procedures at the applying hospital to perform a minimum of 75 procedures per year.  Applicant hospitals would be required to provide documentation that the physicians performed 75 PCI procedures per year for the previous three years.
Costs/Benefits:  The department recognizes that once the certificate of need has been granted to a hospital, it must obtain the qualified staff needed to offer PCI services. The department assumes applicants will decide whether or not to offer these services based upon the results of their own analysis once they have determined their own facility’s staffing plans. 
The benefit of the proposed rule it is that it increases patient safety by requiring that procedures are performed by experienced providers.  The HMA report and stakeholder committee both recommended (1) operator volumes of 75 procedures per year; and (2) no restrictions on physicians meeting their annual volume requirement at more than one hospital.  Guidelines published by the American College of Cardiology also recommend operator volumes of 75 procedures annually as the minimum volume to provide continued safe practice.
WAC 246-310-730 PCI – Staffing Requirements
Description:  The proposed rules require applicant hospitals to have a sufficient number of properly credentialed physicians on staff so that both emergent and elective PCIs can be performed.  In addition, the catheterization laboratory must be staffed by a qualified, trained team of experienced technicians.  Furthermore, the nursing staff should have coronary care unit experience and have demonstrated competency in operating PCI related technologies.
Costs/Benefits:  The department recognizes that once the certificate of need has been granted to a hospital, it must obtain qualified staff needed to offer PCI services. The department assumes applicants will make their decision on whether or not to offer these services based upon the results of their own analysis once they have determined their own facility’s staffing plans. 

The benefit of the proposed requirements is that the hospitals have the flexibility in how they develop their staffing plan and their costs.  The department will require that the hospital determine the specific staffing plans for their proposed PCI program.  Staffing costs are generally the largest ongoing expenditures to provide a given service.  
WAC 246-310-735 PCI – Partnering Agreements
Description:  The proposed rule requires the applicant hospital to have a signed written agreement with a hospital providing on-site cardiac surgery stating that referred patients will be accepted.  The rule requires:

· Coordination between the non-surgical and surgical hospital regarding availability of surgical teams and operating rooms; 
· An agreement to provide cardiac surgical backup during all hours that elective PCIs are being performed at the hospital without on-site surgery; 
· Clinical data, including images and videos, to be transferred with the patient; 
· Communication between the physician performing the PCI and the backup hospital cardiac surgeon regarding the clinical reasons for urgent transfer and clinical condition of the patient; 
· Hospitals providing a mode of emergency transport and having a signed transportation agreement with a vendor who will expeditiously transport by air or land all patients who experience complications that require transfer; 
· Emergency transport begins in less than 20 minutes of the identification of a complication; 
· Emergency transport staff must be qualified, trained and Advanced Cardiac Life Support certified and have the skills, experience and equipment to monitor and treat the patient en route and to manage an intra-aortic balloon pump;
· The hospital is able to document that the transfer time to the arrival in the operating room of the backup hospital is less than 120 minutes;
· No less than two annual timed transportation drills will be performed and reported to the quality assurance program; 
· Informed consents must communicate that the intervention is being performed without on-site surgery backup and address risks; 
· A plan for conferences between representatives from the heart surgery program and the elective coronary intervention program be held at least quarterly; and
· Arrangements are made for addressing peak volume periods.
Costs/Benefits:  There are no additional costs assumed for the proposed requirements.  The benefits include increases in patient safety if a patient requires immediate cardiac surgery.  
WAC 246-310-740 PCI – Quality Assurance

Description:  The proposed rule requires the applicant hospital to submit a written quality assurance/quality improvement plan specific to the elective PCI program as part of their application.  The plan should include a process for ongoing review of the outcomes; a system for patient selection; a process for formalized case reviews with partnering surgical backup hospital(s); the hospital’s cardiac catheterization laboratory and elective PCI program will report requested information to the department or designated entity.  The department does not intend to require duplicate reporting. 
Costs/Benefits:  It is common practice for programs to have written quality assurance plans in place to measure outcomes.  The department assumes that the applicant will include the PCI element into the hospital’s existing QA process.  

The benefit of the proposed rule is that it encourages outcome-based evaluation of PCI programs.  
WAC 246-310-745 PCI – Need Forecasting Methodology
Description:  The PCI “Need Forecasting Methodology” projects the expected number of PCIs to be generated by the planning area population and determines the difference between the existing supply and the projected demand.  This process will determine if a planning area has an excess of supply or a need for additional services.  The supply is subtracted from demand and divided by the minimum volume standard of 300 to determine if the planning area is eligible for additional programs.
Costs/Benefits:  All costs incurred to project the expected number of PCIs in a planning area as required by the proposed rule are assumed to be included in the consultant’s fees that the hospital hires.
The benefit of the propose rule is that it provides a method to evaluate proposals so that new programs approved will provide safe and accessible health services in a manner consistent with the Certificate of Need law.
The methodology is concise and data is available annually to perform need forecasting calculations.  Any increase in the number of PCIs is based on population growth and the state policy of providing access to enough CON approved programs to meet the needs of the community.  This allows for additional access to PCI services in Washington State without requiring the development of an open heart surgery program.
WAC 246-310-760 PCI – Tiebreaker
Description:  If two or more hospitals are competing to meet the same forecasted net need, the department will evaluate how the applications improve geographic access.  Improved geographic access means the facility that is farthest from an existing facility that is authorized to provide PCI within the planning area.  This will be used by CON staff to determine which applicant should be awarded a Certificate of Need when the applications of two or more providers have been deemed of equal merit by staff.  
Cost/Benefits:  There are no assumed costs associated with the proposed rule.  
The benefit of the proposed rule is that it provides clarity and consistency for applicants because they will know how a CON will be awarded in the event of a tied decision.  
WAC 246-310-765 PCI – Ongoing Compliance with Standards

Description:  The proposed rules require ongoing compliance with CON standards.  Failure to meet the standards may be grounds for revocation or suspension of a hospital’s CON, or other appropriate licensing or certification actions.  It allows hospitals granted a CON three years from initiating the program to meet the program procedure volume standards.  Standards should be re-evaluated every three years.
Costs/Benefits:  The department recognizes that once the certificate of need has been granted there are costs associated with maintaining the PCI service standards to stay in compliance.  The department assumes applicants will take this into consideration when determining whether or not to offer these services based upon the results of their own analysis. 

The benefits of the proposed rules include providing appropriate, safe, consistent and quality standards for patient safety when a PCI procedure is performed.  
Without these rules, the only option for providing adult non-emergent PCI services is to meet the more stringent standards requiring a heart surgery CON.  That, in essence, would create a moratorium on establishing these services because there are no additional hospitals in the state that would likely meet the standards.

The department has determined that overall the benefits of the proposed rule outweigh the costs that may be incurred by a hospital that chooses to provide an elective PCI program.  

D.
Determine, after considering alternative versions of the rule, 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 stated previously.

DOH staff worked closely with constituents and the public to minimize the burden of this rule. Many meetings were held with the committee.  Mutual interests were identified and considered throughout its deliberations. The rules are not intended to impose a burden upon the applicant, but to prescribe decision-making criteria that the department will use when evaluating applications.  In the course of these and other efforts, the following alternative version(s) of the rule were rejected: 

Alternative version #1: Planning areas

The committee considered if planning areas for heart surgery should remain unchanged for PCI applications or be revised to achieve accessibility and convenience for consumers, and for achieving the providers' interest in conducting long-range planning that enables them to offer high quality services delivered efficiently and expeditiously.  The committee considered the existing heart surgery planning areas but found that these planning areas were too limited to improve access. The stakeholder committee considered proposals of 25 planning areas and 13 planning areas.  The department is recommending 14 planning areas based on population, population growth, routes of travel and traditional referral patterns.  The department determined 14 planning areas are the least burdensome because it offers services to be delivered efficiently and expeditiously.
E.
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 applies to take an action that violates requirements of federal or state law.
F.
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.

G.
Determine if the rule differs from any federal regulation or statute applicable to the same activity or subject matter and, if so, determines 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.
H.
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.
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