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A Stakeholder Committee consisting of approximately thirty representatives, supported by an
additional 35-45 members of their caucuses, met five times between 15 November 2007 and 11
March 2008 to provide the Washington State Department of Health@ Facilities and Services
Licensing Division with their interests and positions regarding the implementation of SHB 2304,
Oforthe performanceof elective PercutaeousCoronary Interventions (PCl) at hospitals that do
not otherwise provide on-site cardiac surgery.O

Thisis the Committee@ report to the Department of Health. It contains the Committee®
consensusecommendationand,for issuesvhereconsensus was not reached, the positions of the
two parties.

The Commitee®deliberationsasrefleaed by this report,focusedon electivePCls.Thereare
othertypesof cardiacinterventions but theywere not addressed by the Committee and are not
part of this particular rule-making process. Thosecardiacinterventionsareaddressethrough
otherstandard®f carethataregovernedy the Department@ hospital licensing processes.

! Committee members used the term Chon:emergeptdjuring this stakeholder process, but for the purpose of
rulemaking under Washington State law, @lectiveQs preferred by the Department of Health, and thus will be
used throughout this report.



THE COMMITTEE® MUTUAL INTERESTS

Early in this processCommitteemembersidentifiedthe commoninterestdisted below. These
interests became the foundation for the CommitteeOsonsensugeconmmendations.

Improvethe health of the community  Through the provision of comprehensive cardiac care and
services, and related services, improve the health of people and communities across Washington
State.

Quality care Provide ahigh level of cardiac care to patients and the community. Be responsive
to the interests, needs, and concerns of patients and their loved ones.

Accessto care: Ensure reasonable access to comprehensive cardiac care, including basic
cardiologyaswell asemergentandelectivePercuéneous Coronary Interventions (PCI), for
patients who need such care, including those who may not be able to afford it.

Affordable: Keepthecostk assocatedwith electivePCl asaffordableaspossiblefor patients,
hospitalsandpayers of healthcareservices.

Equitable: Ensure patients and providers are treated equitably.

Efficient and timely: Provideservicesn atimely andcost-efficiant mannerto achievethe best
possibleoutammesfor patients.

Evidence-based decisions. Make decisions based on scientific data or other reasonable,
evidence-based information.

Transparent data and information: Ensurethereis sufficient measurable data and information
to make, implement and monitor decisions. Ensurethat it is transparent and understandable, and
available to patients, providers, and the State so that they can make informed decisions.

Accountable: Ensure providers are held accountable for their outcomes.

Enforcement Ensure policies, rules, regulations, and standardsireaccura¢ly and consistently
monitored, assessed, and enforced.

Balance predictability and consistency and flexibility: While applying rules and standards
predictably and consistently, recognize the unique and different situations, challenges, and
opportunities of urban, suburban, and rural communities.

Education and training: Preserveandmaintaineducatbnal and training opportunities and
programs to ensure that hospitals throughout our State can continue to recruit, hire, and retain
highly qualified personnel. In particular, preserve the University of Washington@ Fellowship and
Training Program.

Experienced and qualified: Ensure that the medical team performing elective PClsis
experienced and qualified.

Sufficient resources Ensurethattheresourcesnecesary to provideelectivePCls areavailabie,
sustainable, and cost-effectively provided.



THE COMMITTEE® CONSENSUS RECOMMENDATIONS

The Commiteemakegthe following consensusecanmendationso the Departmentf Health for
inclusion in the draft rules governing the provision of electivePCl servicesn the Stateof
Washingtorthroughthe Certificateof Need(CON) process:

|. DEFINITIONS

The Commitieelearnedthatthe Deparmentof Hedth uses one set of definitions of GemergentO
and Gl ective,Owhile the Foundation for Health Care Quality, through its Clinical Outcomes
AssesgnentProgram(COAP), currentlyrequestshat PCl statistics from providersinclude
whetherPClwas@mergentOor Oelectie.OThe lack of clarity aboutdefinitionscaused
confusion when the Committee was defining its purpose and focus. More importantly, different
definitions could create problemsin identifying what procedures fall within the purview of the
Departnent®rulesgovernig the provision of OerergentOor OeledreOPCl senices. The
Committee recognized that the definitions need to be standardized so that the definitions are
accepted and understood by all interested and affected parties, and used and applied by the
Deparment. Thereforethe Committeerecanmendghat:

1. Theterms GemergentOand Gl ectiveOshould be defined in rulemaking so that all parties who
areinterestedn or affectedby the policiesand rules governing the provision of PCI services
have the same understanding of those terms, and what the differences between them mean for
decisions related to applying and implementing the policies and rules. A precise, well-
defined definition of PCI, either by DRG (Qliagnosis-related groupQ or by ICD-9 CM
procedure code, is also recommended. The Department@® definitions will be used for purpose
of the Certificateof Need program

NOTE: For reference, the Department@ current definitions are included as Appendix B of this
report, and the COAP definitions are included as Appendix C (see ONashington State PCI 2006
Volumes, pages 4-7).

[I. DATA AND INFORMATION

Committee menbersareinterestedn conprehensive accurateandpublicly available
information that enables consumers to make informed choices and the Department to make
informed decisions when reviewing Certificate of Need applications. Three additional interests
are: a) hold providers accountable; b) promote continuous quality improvement; and c) ensure
that processes, information, and outcomes are transparent and understandable. To achieve these
intereststhe Committee recanmendshat:

1. The State hospitalsoperatorgphysicians),and the public need a more comprehensive and
robust data set that documents and monitors outcomes (GCOAP PlusQ. Two sources of data
that should be included in this more comprehensive and cohesive data set are CHARS and
COAP.

Information that could be part of the basis for granting or denying a Certificate of Need might
include, but not be limited to, these categories. historical datato illustrate trends; DRG and zip
code-leveldataaboutwherepatientscome from andwheretheyreceivecare; the number of



inpatient and outpatient cases; the number of Washington State residents receiving carein Oregon;
total charges; payer mix; and data atthe physician level.

2. A detailedO®@AP PlusQlatasetthatcan be usedto collect, monitor andasses aggregateas
well asindividual hospital and provider data should be more clearly defined and included in
the new rules. It isrecognized that initially the Department may have to rely on available
data, including CHARS and COAP, to make Certificate of Needdecisions.The Conmmittee
recommends that data elements be well defined and specified in the rules. There should aso
be language regarding what GCCOAP PlusOwould include, and how and when the Department
plans to utilize CCOAP Plus.O

NoOTE: To ensure a more detailed OCOAP PlusOdata set can be included in the new rules, the
Committee on March 11™ agreed to create a subgroup to develop a GstrawdogOproposal, and
thencirculate it amongthe Committeanembergor review and comment before submitting it as
part of the CommitteeGscommendationto the department.

Dr. Mary Gregg,MedicalDirector of the Clinical Outcomes Assessment Program (COAP), will
chair the subgroup. Its other memberwill be Dr. Terry Block, John Capps, Jody Carona,
Frank Fox, Dr. Rubin Maidan, Dr. Vinay Malhotra, and Dr. John Olson.

The GstrawdogOshould propose, among other things: a) what specific data el ements should be
gathered on volumes and outcomes, and other variables, and how and when the data should be
gathered;b) the expectedutcomedghat the Department and providers should look for when
monitoring and assessing whether or not hospitals are complyingwith therulesgoverningthe
provisionof OelectieOPCI sewices; ¢) a processfor peerreview of the resultsof the monitoring
and assessment; d) a process for periodic review of the Qessons learnedOfrom the
implementation of the rules; €) the process or mechanisms by which hospitalswill be held
accountable; and f) what information should be made available to the public and how public
transparency would be achieved.

3. Whenahospitalappliesfor a CON, it mustagrethatif awardedhe CON, it will provide
prospective information about the hospital @ and its physiciansOvolumes so that the State can
determine whether or not it is accurately implementing the terms and conditions of the CON.
The hospital must also agree to make data collected by organizations such as COAP
regarding the hospital @ PCI cases publicly available.

[ll. FACILITY STANDARDS AND TRANSFER AGREEMENTS

To achieve the Committee@ interests in clear standards, accountability, and high quality of care,
the Committeerecanmend that:

1. Hospitals performing elective PCI services must have one cath lab that is used primarily for
cardiology.

2. Inaddition to the cath lab, hospitals performing elective PCI without surgical backup need: @)
written, signed transfer agreements with the hospital or hospitals to which patients would be
transferredn eventof anemergency b) aspart of the agreements between the hospitals,
commitment or a demonstration of the ability to achieve door-to-bypass times within120 minutes
(two hours); c) astaffing plan; d) on-call schedule with availability of the laboratory 24 hours-per-



day, seven days-per-week; d) prearranged mode of transportation to facilitate transfers; €)
disclosure to and informed consent from the patient that the elective PCI will be conducted without
surgical backup on the premises; and f) a processfor communicating with partnernospitalsto
ensure continuous quality improvement, and the process needs to involve the clinicians at both
hospitals.

3. The CON rules should not require that the (backupOhospital keep a surgical suite open at all times.
Instead, the focus should be on the number of surgeons and surgical teams available, and regular
communicaton betweerthe partiessothatthe availability of emegencysurgicalserviceds
reasonablyassurediuringthe provisionof electivePCl services.

4. Transfer agreements need to be in place. However,the Statedoesnot needto prescribetheterms
and conditions of the agreements. In reviewing any agreement, the State should be able to conclude
that the hospitals and involved physicianshavecreateda partnersip that will ensure high quality
care.

5. There should be the capability for digital data and image transmission between the hospital that
performs the procedure and the hospital to which it would send the patient in the event of an
emergency during the procedure.

V. OPERATOR STANDARDS

The Commiteerecanmerds that:

1. It makes no difference whether the physicians achievevolume stardardsfor totd PCl services
(emergent and elective) at one or more hospitals.

2. Physicianswho perform elective PCI in hospitals that do not have surgical backup must achieve a
standard of performing 75 PCI per year.

V. ENFORCEMENT OF STANDARDS

NOTE: The following recommendations are related to those that the Committee is making in Section |1
Data and Information. They may be addressed by and incor porated into the work of the subgroup
chaired by Dr. Mary Gregg that will develop and recommend what data elements should be captured
and made publicly available, what mechanisms for assessing the information should be created, and
what process should be devel oped for applying the results of that assessment to hold hospitals and
providers accountable (e.g., annual peer review of newlyapprovedelectivePClI hospital cases).

The Committee is interested in accountability, i.e., ingtitutions continue to maintain the standards that
they were held to when the Department of Health approved their CON applications, and in consistency,
i.e., asystem that holds all hospitals accountable for the samestardards. To achievetheseintereststhe
Committeerecanmendghat:

1. The Department should propose how to establish consistent standards that all hospitals (surgical
and non-surgical) would be held to and the meansby which the standardsreenforced.The



Department should assess the options of using the CON processor a separat rule-making process
to achieve this goal .

2. Anideato exploreis for Orenewable®iteriaor standards; i.e., periodically renewing or refining
the standard$ospitalsareheldto andevaluating institutions according to them.

3. There should be penalties for not achieving the standards. Conditions and enforcement
mechanisms must be attached to the Certificateof Needto ensurethatthe applicant®
representations that the Department of Health relied upon in issuing the Certificate of Need
arein factrealized. The enfarcement mechanisms that are built into the Certificaiesof Need
should be uniform so that al providers are treated equitably and consistently.

If quality is not achieved, the revocation of a Certificate of Needwould bethe mostsevere
penalty. Before the Department takes that action, an audit and program review that resultsin
QindingsOand a pathway by which the facility could achieve the standards, might be used.

Therewasconsensuthatpenaltiesshouldultimately apply to all providersN current non-
emergent PCI providers and new CON recipients. But therewasnot consensus about whether or
not high quality programs that do not achieve volumes should be sanctioned.

VI. IMPACTS ON EXISTING PROVIDERS

The Commiteerecanmerds that:

1. When submitting a CON application, the applicant should not only forecast the volumes it
expectdo adieve,but shouldalso identify the potential impacts on the University of
Washington@ PCI program and on the volumes of existing providers.

NoOTE: There was no consensus on minimum volume thresholds for new programs or on volume
standards for existing programs.

VIl. HOSPITAL VOLUMES

To ensure ahigh quality of care, the Committeerecanmendghat:

1. Under no circumstances should any hospital performing elective PCls perform less than 150
PCls annually without on-site surgical backup.

NoTE: No one on the Committee proposed, nor was thereagreenent, that 150PCI peryear
should be the institutional minimum.

2. Minimum volume thresholds or standards for institutions or facilities and providers are
importantandneedto remain acriterionfor evaluatinga Certificate of Needapplication.
Outcomes are also important. Over time the standard or emphasis for determining whether or
not a Certificate of Need@® terms and conditions are being achieved could be the outcomes
achieved by hospitals rather than their annual volumes.



VIII. FORECASTING DEMAND AND SUPPLY

The Commiteerecanmerus that:

1. Theburden to demonstrate need is on the applicant.

2. Documenting the impact on the University of Washington® program must be incorporated
into the methodology.

3. While no consensus was reached on how to estimate supply, three suggestions for doing so
were offered: a) divide gross need/demand by a minimum volumestandardo estimatethe
total number of PCI providers a planning area could support; b) identify the number of cath
labs,detemine the capaciy of each(how many PCI could be performed in each one given
limitations of time), and add up the number of procedures that could be performed in all the
cathlabsof the planningarea;or ¢) usethe existing volumes at open-heart surgery sites.

4. The methodology to estimate need should be practical, meaning that whatever methodol ogy
is used, data can be obtained to apply it, and it should not be overly complicated.

5. Historical data should be gathered for a to-be-determined number of years (three years was
mentioned), but forecasts should be made five yearsinto the future. The application for a
CON should also incorporate data and projections for the first three years of operation.

6. The numbers used to calculate need should not be Gnoving targets,Obut instead should be
predictable and consistent, and available to applicantsat leastthreemonthsin advance.

The proposal for forecasting demand that was presented on behalf of hospitals currently
providing elective PCl senvicesseemedto be areasonabléirst approach(NOTE: The proposal is
included as Attachment D.) But there needs to be additional discussion and analysis around at
least the following: @) trending versus averaging use rates; b) the purpose, if any, of
distinguishing emergent from elective PCIs; ¢) the population used to cal culate the planning are
population estimates; d) the definition of adult (age 14+ or agel7+7?);ande) theneedto useage-
specificuseratesversugotal adultuserates.

IX. PLANNING AREA BOUNDARIES

The Commiteerecanmerus that:

1. Planning areas should be determined and defined in advance of applications for new
Certificates of Need to ensure predictability and consistency. They should be based on
County boundaries or zip codes.

2. Criteriato consider in developing planning areas should include: a) foster linkages and travel
timesto exising openheartsitesfor surgicalback-up; b) identify and assess high circulation
transportatiorcorridors;c) identify andasses the sizeof theresidentpopulationsd) consider
existing health care delivery patterns; €) recognizeandwhenappropriateutilize the
previously defined and well recognized hospital planning area boundaries; f) consider the
quality, sustainabilityof, andacces4o emergencyonly aswell as surgical hospitals; and g)
maintaintheintegrity anduse of data sources that permit quantification of estimates.



NoTE: Morethan planning area boundaries, factors such as minimum volumes, stringent quality
standards, impacts on existing providers, and compliancewith other CONcriteria, are likely to
affect the awarding of a CON.

X. THE UNIVERSITY OF WASHINGTON@ FELLOWSHIP AND TRAINING PROGRAM

To achievethe Committee®interestin protectingthe University of Washington@ fellowship and
training program, the Committee recommends that:

1.

When a hospital applies under the Certificate of Need program to provide non-emergent PCI
services, one criterion that the Department of Health should use to assess the agpplication is the
impact on the University of Washington@ fellowship and training program.

In considering the application, the Department should provide the University of Washington the
opportunity to comment on whether or not granting the application will reduce the volume of PCI
performed at the University Medical Center below alevel that will affect accreditation (400 per
year).

To assess the impact of future applications on the University of Washington€fellowshipand
training program, the Department of Health should establish a baseline of data by collecting,
maintaining, and assessing information such as the University@ annual volumes, and from where
the referrals of patients and the patients themselves originate.

It isin the best interests of future applicants to communicate and coordinate with the University of
Washington before submitting an application to the Department of Health so that potential impacts
onthe University®fellowship programareaddresed.

The University should be proactive in evaluating and advancing innovative solutions and
partnerships with community-based hospitals.

XI. CHARITY CARE

To achievethe CommitteeOinterest in holding facilities accountable for meeting the charity care
standards that are in the existing rules,the Committeerecanmendghat:

1

2.

In the future, one condition of the Department of Healh®@ approvalof a Certificate of Needmay be
that hospitals demonstrate that they are meeting standards of (harity careOnot just in the
aggregatebutin datadocumentingthe number of elective PCl case performed.

While outside the scope of this process, the Committee agreedhatthe Departnentof Healthshould
recanmendthatfuture OservicdineOdataunderCOAP should be expanded to include the number
of charity carecasspereah tertiary servicethathospitalsprovide.



XIl. CONCURRENT REVIEW

To achievethe Committee®interestsn acomprehenéve, orderly, predictable, and consistent CON
processthe Committeerecanmendghat:

1.

The Department of Health should structure the CON procesdor electivePClsasaconcurrent
review process, i.e., the Department should accept CON applications that are submitted within a
specifictimeframe, or cycle, andthenreview them concurrently

If the new rules are adopted as expected in July 2008 or shortly thereafter, the first concurrent
reviewprocesgcycle) underthe newrules should occur sometime later in 2008.

The second cycle should follow the first by nine months. Each subsequent cycle should occur
twelve months after the previous cycle. In other words, beginning with the second cycle, the
Deparmentshouldconductthe CON applicatbn/concurrenteview processamually.

No provider can submit an application if an existing CON-approved provider has not achieved the
minimum volume standard.

XIl. ADAPTIVE MANAGEMENT

To achieve the Committee@ interests in continuous quality improvement, the Committee recommends
that:

1

The Departnentusean adaptivemanagenent approach to implementing therules; i.e., the
outcomes or results of implementing the rules should be routinely and periodically monitored and
assasedio ensurethattherulesare achieving their intended results. If they are not, the Department
should implement a process by which it works with the interested and affected partiesto refine the
rule, standards or expected results.



THE PARTIESCDIFFERENT POSITIONS

This section of the report presents the positions of thetwo caucusesn issuedor which therewasnot
consensus.

Becaus thes issuesare very closelyrelatedanddependent on each other, the PowerPoint presentations
that were made to the Committee on 5 March 2008 by Chuck Hawley and Frank Fox, representing
some hospitals who currently perform elective PCI, and on 11 March 2008 by Jody Carona,
representing the hospitals and organizations without surgical backup who are interested in providing
elective PCI, areincluded in thisreport as Attachmentsk andF, respectively Their presentatins
addressed volumes, need, access, demand, supply andplanningareasandproposespecific
recommendations to the Department of Health.

|. FORECASTING DEMAND AND SUPPLY

The partiesQrecommendations for determining demand and supply are incorporated into their
recommendations about volumes and planning area boundaries, and are included in this report as
Attachments E and F. One approach for determining demand for which there was not a
consensusis included in this report as Appendix D.

Three suggestions for determining supply were: a) divide the gross need/demand by a minimum
volume standard to estimate the total numbersof PCI providers a planning area could support; b)
identify the number of cathlabs,detemine the capacity of each (how many PCls could be
performed in each one given limitations of time), and add up the number of procedures that could
be performed in all the cath labs of the planning area; or c) use existing volumes at heart surgery
sites.

Regardinguse rates the partiesappearedo usea similar approach, and agreed that if children
ages zero to fourteen were excluded from the methodol ogy, then the PCI use rate (all emergent
and elective PCls) was 2.4 per 1000 residents in 2006. But some believe this higher use rateis
understated because it only accounts for in-patient volumesN and in recent years a significant
percentage of PCl volume as moved to an outpatient setting. (See the two proposalsin
Attachments E and F.)

[I. HOSPITAL VOLUMES

Thedifferencesn the positionsof the partiescanbe summarzedas

= Therepresentatives of the hospitals currently performing elective PCI with surgical backup
recommend that the minimal volume threshold for a hospital should be 400 PCI per year.
Theyrecommendhirteenplanningareasacrosghe stae. Applyingthis planningarea
definition, applying the estimated number of PCls for each area, and counting GupplyOat
existing elective PCI hospitals would result in anestimatedpotential5.2 additionalPCI
programs in addition to the eighteen that already exist.

» Therepreserdtivesof the hospitalswho areinterested in providing elective PCI without
surgicalbackuprecommed 200 PClsperyearasthefacility standard.They suggesthat
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expanding PCI services will result in some necessary redistribution of the volumes to increase
accesandensurethe sustainabilityof existingemergency programs.

Thetwo parties@ifferentperspectivesboutaccessnd need also factor into their different
positions on volumes. Those who represent hospitals without surgical backup (including
some hospitals with existing surgical programs) are interestedn enairing local accessto high
guality electivecardiacinterventionprograns based in part on the inextricable link between
the sustainability of emergent cardiac intervention and other basic cardiac programs.

Therepreserdtives of hospitalscurrentlyperforning elective PCl sevicesareinterestedn
the Department of Health applying and balancing all four Certificate-of-Need criteria, one of
whichisneed. Their opinionisthat accessis one qualifier of determining need. They do not
seeaccessas anindependat criterionbecausein fad, it is notby itself a CN criterion.

Theotherinterestghathelp shapeheir recanmendatnson volumesinclude:

o Certificae of Needruleshave nevertreaedexistingprovidervolumesat anything less
than actuals N there is no reason to do so now.

0 Thereisgood reason to maintain strength in existing open heart surgery programs given
theyarees®ntial to the provisionof electivePCI prograns operatihg without the safety
net of onsite surgical backup. Taking away volumes at existing programs will
unequivocally weaken them, and some may be forced to close existing open heart
prograns; a fact thatwasoffered by numerougarties atthe meetng. New eledive PCI
programs must be QetheredOto cardiac surgery programs, but they won@be if their
creationcloses thosevery programs.

0 Thereispublic valuein existing cardiac surgery programs where elective PCI volumes
help support centers of excellence, including research, personnel, training and education,
and investments in high cost technology.

0 The State should not adopt a methodology that explicitly assumes areduction in an
existing provider@ volumes and misuses the Certificate of Need processto divide
markets.

0 TheStatecantakeareasord andcautiousapproach to responding to need without an
explicit reallocation of market share among providers.

0 The State should not adopt a policy that is unsupported by the medical evidence that
leadsto a proliferationof servicedor a procedure that is inherently a scheduled
procedure.

o Thereis valueto applying the practiceof adaptive management so that the State, public,
and providers can all learn from experience without adopting a policy that potentially
doubles the number of providers of elective PCls while destabilizing the open heart
surgeryprograns thatare requiredfor their existence.
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= While those who represent hospitals without surgical backup have demonstrated an interest in
protecting existing providers, they do not favor providing (blanketOprotection for the current
volumes of existing providers. They believe that:

0 Itisasoimportant to protect the investments that hospitals currently providing
emergencyonly serviceshavemade andensurethatexistingemergency prograns canbe
sustained and maintain high quality. (If there is consensus that the evidencesays thatthe
minimum quality standard is 200, why wouldn®we want emergency programs to have
the opportunity to meet that standard?)

0 At least asimportant as protecting investments of existing providersis ensuring that
communities (those who can meet evidence-basedquality andvolumestandardshave
the opportunity to establish PCI and general cardiology programs. These communities
find it difficult to recruitcardiologistsandraisethelevel of cardiologycarein their
community hospital settings unless they can perform the full continuum of interventional
cardiology This resultsin some communitieshaving no local accesso life-saving
emergency cardiac care or general cardiology.

o0 Detailed discussions of the impact on existing provide's in a specific community arean
important part of the CN review and approval process for individual applications and that
the statewide rules should only focus on the minimum protections that can be supported
in data.

o0 COAPdatathat showsthe majority of thesurgical hospitalsin the State are performing
over 800 procedures annually suggests that sufficient volumes exists to allow for some
reasonable redistribution in order to improve accesandensurethe sustainabilityof
existing emergency programs.

0 Current referral patterns should be considered when considering impact to existing
providers.Theclosestexising providermay not have been the recipient of the significant
transfers from the applicant hospital and hence may not be negatively affected.

At the Committee meeting in December 2007, some Committee members who advocate that
hospital s without on-site surgical backup be allowed to apply for a CON to perform non-emergent
PCls propose that hospitals that could perform at least 150 or 200 non-emergent PCls annually
should be alowed to apply for the CON. Dr. Thomas Wharton stated that if a principal
consideration isimproving access, 150 could be the volume threshold; if the principal
consideration is evidence-based quality outcomes, then the minimal threshold for being able to
apply for the CON should be 200. Regarding the latter proposal, he referred to numerous
statisticallybasedstudiesthat indicatethereis no differencein quality (outcones) between
hospitals performing 200 PCls annually and those that annually perform 400 or more.

The evidence upon which Dr. Wharton based his proposais a studyfrom The Societyfor
CardiovasculaAngiographyandinterventiong SCAI), Orhe Current Status and Future Direction
of Percutaneous Coronary Intervention Without On-Site Surgical Backup: An Expert Consensus
Document from the Society for Cardiovascular Angiographyandinterventions.@ addition,he
cited other consensus expert documents that he noted involved areview of all existing guidelines
andconpetercy statenentsandareview of exiging relevant literature, which he noted consisted
of 102 manuscripts.
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Dr. Wharton also suggested that while volume standardsarerelevant andnecessarythey areOnot
the be all and end all.O He said that door-to-balloon times are a better surrogate for quality than
volumes. And he pointed to the unintendedtonsequencesf volume thresholds that are set too
high, which could lead to pressures placed on hospitals or physicians to perform the procedure
when it may not be appropriate or when another treatment may be more appropriate.

In seeking clarification about Dr. Wharton@ proposal and findings, some Committee members
guestioned how the SCAI reduced by fifty percent the proposed volume standard in two years
(the Fall 2005 guidelines versus the 2007 report). And some Committeememberscited stardards
usedby anotherstateto suggesthatthe volumes proposed by Dr. Wharton may be too low. New
Y ork, which has established hospital volumes at 400 per year, was the exampl e cited for the
Committee. Dr. Wharton responded by noting that there is not a difference. The 2005
ACC/AHA/SCAI Guidelinesgive a Classlla recanmendation for an institutional volume of 200-
400PClsperyear,which meangthatthe Guidelines Writing Committee concluded that the
Qeight of evidence/opinion isin favor of usefulness/éicacyOfor this volume level. The2007
SCAI Expert Consensus Document, in concordance with the 2005 ACC/AHA/SCAI Guidelines,
recommended this same lower level, 200 per year, except in underserved areas, where 150 per
yearwasdeanedaceptalbe.

In proposing an alternative to Dr. Wharton® recanmendationsChuckHawley statedthathis
position is to not prevent hospitals without on-site surgical backup from performing elective
PCls, but to ensure that quality outcomes are achieved, and the criteria for evaluating CON
applications are applied.

Dr. MichaelRing andChuckHawleyrecanmendedhatthe standardproposedy the
Department of Health in itsfirst preliminary draft rules be adopted, including the @amping upO
schedulébetweeryearsoneandthree. Hospitals applying for the CON would have to
demonstrate that they would perform 300 PCls during the first year, and by the third would be
performing 400. The basisfor their proposal is the Health Management Associates (HMA) report
and recommendations that were provided to DOH in September 2007. In addition, they cited the
positionsof the AmericanCollegeof Cardiologistf ACC) andthe AmericanHeart Assocation
(AHA).

Others, including Dr. Wharton, responded by notingthatneitherthe ACC northe AHA have
developed volume standard for hospitals performing elective PCl without on-site surgical back-
up. Dr. Wharton specifically referenced the newest ACC guidelines, which are silent on the
issue. Dr. Wharton and Dr. Maidan also noted that the study that HMA relied on to conclude that
PCI outcomes at hospitals performing <400 procedures per year had lower quality was
statistically underpowered for two reasons: 1) therewereonly 4 hospitalsn the studythathada
mean annual volume of less than 400 per year, and 2) of these 4 hospitals, 3 performed less than
200 procedures per year. According to Dr. Wharton, only one hospital in this study performed
between 200 and 400 per year, and the outcomes at this lone hospital were not reported
separately

In addition to the volume standards, Chuck proposed that the Department monitor hospital
volumes to ensure compliance and revoke the CON if volumes fell below the minimum
thresholds. Furthermore, he endorsed the GCOAP PlusGdatasetsothatthe Statecanin the future
monitor and hold accountable existing and new providers of elective PCI services.
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Finally, not unlike Dr. Wharton@ idea about placing greater emphasis on outcomes than volumes,
Chuck suggested that over time the focus of the CON process should be shifted from volumes to
outcomes.

[1l. PLANNING AREA BOUNDARIES

The partiesCdifferent recommendations on how the Department of Health should determine
planningareashourdariesareattachedasAttachmentsD andE.

I\V. NEED AND ACCESS

Thetwo parties@ifferentperspectivesiboutaccessiso factor into their different positions on
forecasting. Those who represent hospitals without surgical backup are interested in providing
servicein ascloseproximity to peoplein needaspossible. Thus, they also have aninterest in
ensuringocal accessto high quality elective cardiacinterventionprogramsbasel onthe
inextricable link between the sustainability of emergent cardiac intervention and other basic
cardiology programs.

The representatives of hospitals currently performing elective PCl sevicesareinterestedn the
Department of Health uniformly applying and balancing the four criteria, one of which is need.
Theydo notseeaces asa Certificateof Needcriterion. Rather,it is useda qualifierin the
asssganentof need.
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Appendix A

THE COMMITTEE AND CAUCUS MEMBERS

COMMITTEE MEMBERS:

Committee menbersaredefinedasthosewho weredesignatedepresentativesf their
organizations and thus were seated at the table, and who attended at |east two of the five
Committee meetings. They arelisted in alphabetical order:

Pat Bailey, Auburn Regional Medical Center

Kris Becker, Sacred Heart Medical Center, Spokane

Marc Berg, Southwest Washington Medical Center, Vancouver

Dr. Terry Block, Valey Medical Center, Renton;

Diane Buelt, Legacy Salmon Creek Hospital, Vancouver

John Capps Swedish Medical Center

Jody Carona, Health Facilities Planning and Devel opment, Seattle

Dr. Larry Dean, University of Washington Medical Center, Seattle

Bart Eggen, Facilities and Services Licensing, Washington State Department of Health, Olympia
Chuck Hawley, Providence Health and Services, Seattle,

Dr. Nancy Fisher, Washington StateHealh Care Authority (HCA), Olympia
Frank Fox, Health Trends/Swedish Medical Center, Sezttle

Dr. Mary Gregg, COAP Medical Director

Linda Hull, Providence Health and Services, Olympia

ScottLaubisch, Peaceélealth/St.JohnMedical CenterLongview

Dr. Howard L ewis, Swedish Medical Center

Dr. Rubin Maidan, Evergreen Hospital, Kirkland

Dr. Vinay Malhotra, Good Samaritan Hospital, Puyallup

Kurt Miller, Providence St. Peter Hospital, Olympia

TheHon. Rep. Dawn Morréll, 25" District

Corinne Mur phy-Hines, Y akima Regional Medical Center

Dr. Mik e Ring, Sacrel HeartMedicalCenter

Steve Saxe, Facilities and Services Licensing, Washington State Department of Health
Dr. Robert Stewart, Skagit Valley Hospital, Mt. Vernon

Gail Weaver, YakimaMemoria Hospital

CAUCUS MEMBERS

Caucusmembersaredefined asactiveparticiparts in the Committee meetings who supported
their organizationstepresatativesbut werenot seated at the table. They, too, had to have
attendedat leasttwo of five meetings, and are listed here alphabetically.

Bill Alkire, Auburn Regional Medical Center

Chuck Barnes, Kennewick General Hospital

Kris Becker, Sacred Heart Medical Center

Stephen Bostwick, St. Francis Hospital, Puyallup
Matt Crockett, Highline Community Hospital, Burien
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Lucy Culp, American Heart Association

Dan Dixon, Swedsh Medical Certer

Denny Eliason, Y akima Regional Medical Center

Mary Filipovic, Northwest Hospital

Y vette Fox, Facilities and Services Licensing, Washington State Department of Health
Brith Grinnell, Capital Medical Center, Olympia

Lisa Grundl, Health Facilities Planning and Development
Thomas Hightower, Grays Harbor Hospital

Amber Lewis, ProvidenceHealthServices

Ben Lindekugel, Evergreen Healthcare

Christi McCarren, Multicare HealthSystem Tacana

Gail M cGaffick, Health Facilities Planning and Devel opment
Jeff Mero, Association of Washington Public Hospital Districts
Richard Milne, PacificPublic Affairs

Ken Mills, EvergreerHealhcare

Dan Nelson, Skagit Valley Medical Center

Dave Olson, unaffiliated independent consultant

Kirk Raboin, PeaceHealth/ St. John Medical Center

Janice Sigman, Facilities and Services Licensing, Washington State Department of Health

Kristin Sitcov, Foundation for Health Care Quality, Seattle
Michelle Stuart, Stevens Hospital, Edmonds

Brenda Suiter, Washington State Hospital Association
Jeff Uyyek, University of Washington Medical Center
Trisha West, Evergreen Hospital

Deborah Whitney, Good Samaritan Hospital
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Appendix B

THE DEPARTMENT OF HEALTH® CURRENT DEFINITIONS

In the patient@ best interest, physicians and hospitals need some degree of discretion or authority
to determine whether a patient( situation is GemergentOor (non-emergent,Oand what treatment is
necesary.

EMERGENT

If apatientneeddmmediaé PClbecausein thetreatingphysiciqnf)bestclinjcal judgment,delay
would result in undue harm or risk to the patient,the situationis Oerergent.O

ELECTIVE

If apati engé cardiac function is stable enough that an interventional procedure, in the treating
physician@ best judgment, could be deferred without increased risk of compromised cardiac
outcome, the situation is CGelective.O

GUIDELINES

Clinical decisions should be based on the SCAI risk stratification methodology and information
from COAP or other clinical publications when determining (a) whether the PCI can be
performed without on-site cardiac surgery, and (b) when objective, clinically logical and
measurable elements to indicate that a patient@ risk factors can be determined Ghon-emergentOor
Oenergent.O
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Appendix C

WASHINGTON STATE PCI 2006 VOLUMES

Presented to the Stakeholder Committee on 11 March 2008
by Dr. Mary Gregg,
Medical Director, Clinical Outcomes Assessment Program (COAP)

Foundation for Health Care Quality
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Washington State PCI Provider Volume 2006
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COAP Definition: Priority

| Elective — one performed on a patient with cardiac function that has been stable in the days
or weeks prior to operation. Elective cases are usually scheduled at least one day prior to the
surgical procedure.

1 Urgent- one which the procedure is required within 24 hours in order to minimize the chance
of further clinical deterioration. Typical patients include those with sudden, worsening chest pain
and/or congestive heart failure, life-threatening coronagy vascular anatom%/, or those who are
symptomatic at rest. Delay in procedure is necessitated only by attempts to improve the patient’s
condition, availability of a spouse or parent for informed consent, availability of blood products or
the availability of results of essential l[aboratory procedures or tests. An urgent status is not
meritc(ejd b){. lett main disease alone, use of heparin infusions, or purely administrative
considerations.

CONDefinitionPriority

I Non-Emergentlf a patient’s cardiac function is stable enough that an interventional
procedure, In the treating physician’s best judgment, could be deferred without increased risk of
compromised cardiac outcome, the situation is “non-emergent”.
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COAP Definition: Priority

I Emergent - patients requiring emergency procedures will have ongoing,
refractory, unrelenting cardiac compromise, with or without hemodynamic
instability, and not responsive to any form of therapy except cardiac
revascularization. An emergency operation is one in which there should be no
delay in providing operative intervention.

| Salvage - patients undergoing CPR en route to the procedure room or
during induction of anesthesia.

CONDefinitionPriority

| Emergent - If a patient needs immediate PCI because, in the treating
physician’s best clinical judgment, delay would result in undue harm or risk to
the patient, the situation is “emergent’.
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Definition:PrimaryPCI

All ACS-STEMI

All ACS-NonSTEMI

All Unknown M Type

All patients with M less than 24 hours before the procedure

and the priority being anything other than elective

In 2006, 94% of cases classified as emergent were primary PCl,

44 % of cases classified as urgent were primary PCl,
No cases classified as elective were primary PCl



co ‘ P CUNICAL OUTCOMES ASSESSHENT FROGRAN
N FOR HEALTH CARE QUAL

DefinitionNon-Primar{?Cl

1 All procedures done on patients who do not have AM,
regardless of priority of procedure (emergent vs urgent)

| All elective procedures

In 2006, 6% of cases classified as emergent were non-primary PCl,
56 % of cases classified as urgent were non-primary PCl,
All cases classified as elective were non-primary PCl
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3-Year Statewide PCI Volume by HSA
(state health services area)
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3-Year Statewide PCIl Volume by Age and HSA
(state health services area)

E <65 B 65+
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2006 PCI Volume (all WA COAP hospitals)

B Non-Primary PCl B Primary PCl

Volume of PCl Procedures

________“
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Hospitals #1-18 Have Surgical Backup; #19-30 Do Not Have Surgical Backup

5318Primary(3828 Non-STEMI + 1490 STEMI) + 10,326Non-Pimary =15644Total PCl in WA State 2006
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2006 Provider Volumes by Individual Hospita

(volume of primary PCI + volume of non-primary PCI; unique
providers by facility but not necessarily unique across institutions)

Hospitals 1 — 18 have surgical back-up
Hospitals 19 — 30 do not have surgical back-up
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2006 PCI Volume by Provider: Hospital 1
(N=356)
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2006 PCI Volume by Provider: Hospital 2
(N=216)
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2006 PCI Volume by Provider: Hospital 3
(N=1627)
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2006 PCI Volume by Provider: Hospital 4
(N=813)
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2006 PCI Volume by Provider: Hospital 5
(N=201)
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2006 PCI Volume by Provider: Hospital 6
(N=482)
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2006 PCI Volume by Provider: Hospital 7
(N=1068)
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2006 PCI Volume by Provider: Hospital 8
(N=945)
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2006 PCI Volume by Provider: Hospital 9
(N=893)
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2006 PCI Volume by Provider: Hospital 10
(N=1260)
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2006 PCI Volume by Provider: Hospital 11
(N=1054)
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2006 PCI Volume by Provider: Hospital 12
(N=904)
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2006 PCI Volume by Provider: Hospital 13
(N=235)
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2006 PCI Volume by Provider: Hospital 14
(N=524)
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2006 PCI Volume by Provider: 15
(N=912)
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2006 PCI Volume by Provider: Hospital 16
(N=638)

B Non-Primary PCl B Primary PCl

140
130
120
110
100
920
80
70
60
50
40
30
20
10
0 —— T T T f— T T T T = T T T T T
A B C D E F G H J K L M

Provider ID

Volume of PCl Procedures




CLINICAL OUTCOMES ASSESSMENT PROGRAM
A PROGRAM OF THE FOUNDATION FOR HEALTH CARE QUALITY

2006 PCI Volume by Provider: Hospital 17
(N=1669)
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2006 PCI Volume by Provider: Hospital 18
(N=656)
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2006 PCI Volume by Provider: Hospital 19
(N=60)
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2006 PCI Volume by Provider: Hospital 21
(N=127)
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2006 PCI Volume by Provider: Hospital 22
(N=114)
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2006 PCI Volume by Provider: Hospital 23
(N=185)
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2006 PCI Volume by Provider: Hospital 24
(N=141)
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2006 PCI Volume by Provider: Hospital 25
(N=104)
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2006 PCI Volume by Provider: Hospital 26
(N=64)
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2006 PCI Volume by Provider: Hospital 27
(N=129)
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2006 PCI Volume by Provider: Hospital 28
(N=91)
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2006 PCI Volume by Provider: Hospital 29
(N=99)
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2006 PCI Volume by Provider: Hospital 30
(N=62)
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2006 Statewide Provider/PCl Volume
X = 15,644 PCI@ performed statewide (5360 Primary/Emergent + 10,326 Non-Primary)

Y =345 Total Provider Numbers (Individual Providers not necessarily unique across hospitals)
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Number of PCI Procedures per Provider per
Institution, iIn WA State Hospitals in 2006

I Mean # procedures per provider: 42
| Median # procedures per provider: 20
I Median # procedures per provider: 30 (ot counting ai the 1'5)

I Median # procedures per provider: 37 ot countingaal the 1's & 25)

Physician ID® as reported to GOAP. Providers are unique per institution, but not necessarily unique
across institutions. A given provider may perform PCl at more than one hospital, therefore medians
are shown with 1@ & 2@ omitted as well as a straight median to potentially account for some of that
duplication.
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Number of PCI Procedures per Provider per
Institutionwith Surgical Backup, in 2006

I Mean # procedures per provider: 52
| Median # procedures per provider: 30
| Median # procedures per provider: 41 (ot countingaal the 115

I Median # procedures per provider: 45 ot countingal the s 8 25)

Physician ID® as reported to GOAP. Providers are unique per institution, but not necessarily unique
across institutions. A given provider may perform PCl at more than one hospital, therefore medians
are shown with 1@ & 2@ omitted as well as a straight median to potentially account for some of that

duplication.
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Number of PCI Procedures per Provider per
InstitutionwithoutSurgical Backup, in 2006

I Mean # procedures per provider: 14
I Median # procedures per provider: 0
| Median # procedures per provider: 13 (ot countingaine 11

I Median # procedures per provider: 18 (ot counting i he 158.25)

Physician ID® as reported to GOAP. Providers are unique per institution, but not necessarily unique
across institutions. A given provider may perform PCl at more than one hospital, therefore medians
are shown with 1@ & 2@ omitted as well as a straight median to potentially account for some of that

duplication.
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2006 Door to Balloon Time
with % STEMI mortality rate & # of STEMI’s

150 #on top of bar represents % STEMI mortality rate
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Conclusions

I We know providers per institution, we do notknow
providers that practice across institutions:

I Need for UPI unique provider identifiers that can
be compared across institutions to determine total
volume for each individual physician

I Variation in STEMI volumes and mortality rates
across the state- these are not necessarily related



Appendix D

AN APPROACH TO FORECASTING NEED

The Committee did not reach consensus on this proposalfor forecatingneed. In fact, eachparty
has presented a proposal for determining planning area boundaries that is based on different
approaches to forecasting need. (See Attachments E and F.) But therewasaserseanongthe
Committee menbersthatthe approachdentified belowfor forecasing demand is areasonable
first step to determining demand.

CN Criteria: Need
1. General. The applicant must meet requirenentsof WAC 246-310-210.
2. Definition.

»  Use the Department(3 draft definition of PCI>:

Olnvasive but non-surgicakohanicaprocedures and devices that are use by
cardiologists for the revascularizationalfstructeccoronaryarteries. These
interventions include, but are not limited to: @ Bare and drug-eluting stent
implantation; b) Percutaneous transioai coronary angioplasty (PTCA); c)
Cutting balloon, rotational and directioratherectomy; and d) Excimer laser
angioplasty.O

=  Specifically, the department shall use CHARS inpatient discharge statistics to
measure PCI volumes by Washington residentsand as provided by Washington
hospitals, as defined by the following DRGs:

CMS DRG Version v.18 v.19 v.20 v.21 v.22 v.23 v.24 v.25
2001 2002 2003 2004 2005 2006 2007 2008
PCI DRGs 108 108 108 108 108 518 518 246
by Year 112 516 516 516 516 555 555 247
116 517 517 517 517 556 556 248
518 518 518 518 557 557 249
526 526 526 558 558 250
527 527 527 251

Definitions are listed in the Federal Register. The definitions are listed as "effective” as of October of the year prior to the one listed above.

So the 2005 list of PCI DRGs would have been effective as of October 1, 2004. This PCI Definition would be reported in 2005 CHARS data files.

2 See page 1, WAC 246-310-262 draft rules
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The Washington State COAP data for PCls is preferred, and is clinically more robust.
However, in the short run, COAP is proprietary, i.e., cannotdiscloseprovidersand it
excludes all financial aspects of PCI delivery. As soonaspracticable COAP datashould
be used to suppleant CHARS.

3. Estimating and forecading need
A. Need Methodology Apply a statistical basis fmew elective PCI prograsn

I Exclude pediatrics, defineabperson$)-17yearsold.

I Use planning area PCI volumes for residents for most recent 3 years to
calculate a mean planning area volume. Distinguishvolumesfor persons
18-64 and persons 65 and older.

I Calculatea PCl utilization rateper 1,000residentdor these2 agecohorts
using the rean PCI volura and the planning area population eatis for
the year that corresposido the st recent year of actual PCI volumes for
the 2 age cohorts.

I UseCOAPstatistics asavailabe, to distinguishbetweerOerergentGand
OelectiveO PCls.

I Forecasts

0 Prepare forecasts for 7 years fréme date of rost recent actual
PCI volume statistics.

o0 Determine the planning area population forecast for the 2 age
cohorts.

0 Use Washington Offi ce of Financial Management ((DFMQ
populationstatisticsandprojectons,asavailable. Use OFM
OnediumseaiesO population projections, as available.

0 Usethe mean PCI utilization rate for each age cohort and multiply
it by the forecast population, by year, for each age cohort.

0 This establishes the projected rhamof PClsfor planningarea
residents.

I To estimate GupplyOof planning area provider PCl volumes, the
department will (1) use volume estimates from CHARS for the most
recen year;(2) supplementetty COAP statistics, as available; (3)
planning area PCI providers survégta, comiled by the departent as
part of due diligence associated with the applicant request.

I The department will prepare aforecast analysis of QlemandOfor PCIs, as
defined above, and Osupply,0 asiddfabove, by subtracting supply from
demand. The arithmetic estimate shall be considered OshortageO if
positive, and GurplusOif negative.

I Applicants must submit a detailed analysis of their projected voluenfor
total and the elective R€over the 7 year forecast period.

I Applicantsmustindicatewhethertheir projections include planning area
residentPClsthatcurrentlyareprovidedat the University of Washington
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Medical Center. If thre are such R@olumes, agpplicants must describe
how their project will not affect UW PCI volumes.

Over time, refine estimating/forecasting formula by creating a two-step
procesaisingCHARS dataasis currentlydone,supplenentedoy COAP
datain the secondstep,which better captures volumes & outcomes

Any hospitalproviding PCl proceduresnust allow disclosure of COAP
data to estimate PCl volumes and forecast need.

B. Exclusions:

Agreewith DOH propacsedcriteriathat would exclude the following
patients from being served aeetive PCI prograsiwithout on-site
surgery:

a. Patiens with increased risk fgerocedural failure and increased
potential for clinical dense if periprocedural comlications occur;

b. High risk patient critaa includingdeconpensatedongestiveneart
failure, left ventricularejectionfraction lessthan25 percentgetc.;

c. Highrisk patientswith low andhighrisk lesionsandlow risk patients
with high risk lesions, based on most recent SCAI criteriaand
definitions of patients and lesion case selection. (After two yearsof
operation, based on outcerstatisticsequivalenior superiorto risk
adjustechationaldataregistriesjnstitutionsandoperatorsnay apply
for expansion of their patient selet criteriato include low risk
patients with high sklesions);and

d. Patients whose angiographic findéigdicate that atherectomy
devices (directional, rotational, laser) and/or extractional
thrombectomy are likely to be used.

As COAP databasevolves, the dartment will incorporate the above
exclusionsasfeasible asrefinements of demand and need estimates.

21



Appendix E

PROPOSAL FOR ELECTIVE PCI PLANNING
AREAS WITHIN THE CERTIFICATE OF NEED
FRAMEWORK

Presented to the Stakeholder Committee on 5 March 2008
by Chuck Hawley and Frank Fox
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Proposal for Elective PCI Planning Areas
Within the Certificate of Need Framework

Washington State Department of Health Rule-Making Process
Non-Emergent Percutaneous Coronary Interventions (PCI)
The Stakeholders Committee
March 4, 2008



The Relationship Between “Planning
Areas’” and Certificate of Need Criteria

Planning areas are the primary unit of analysis
essential for:

— Determining whether a need exists through the
application of utilization rates

— Considering what is the available supply to
address any existing need

— ldentifying the existing providers who may be
impacted if a proposed new service is approved

— Analyzing the linkages that should be in place to
satisfy structure and process of care criteria



Three Key CN Policy Questions

What is the “planning area” that is used to

evaluate need? (4 HSAs, counties or some logical groupings,
54 sub-county areas)

What is the minimum program threshold used to
establish a need? (400 versus 200)

How should the state account for existing
program volumes of SOS hospitals within the
same planning area when determining whether

a new program is authorized (use actual volumes or
allow them to be reduced to the minimum program threshold?)



Practical Implications

How these questions are answered will determine how
many new programs might be authorized: Smaller
“Planning Areas” combined with lower “Minimum Program
Thresholds” and an explicit reduction in volumes for
existing providers yields more potential programs.
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What We Found: If state policy applied the use rate of 1.9 PCIls/1000
population to the 4 HSAs, used 400 as a minimum program threshold, and did

not reduce existing PCI volumes provided by SOS hospitals within the HSAs
there was a net need for one elective PCI program.
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What We Found: If state policy applied the use rate of 1.9 PCIls/1000
population to the 4 HSAs, used 200 as a minimum program threshold, and

reduced existing PCI volumes provided by SOS hospitals to 200 there was a
net need for 43.6 new elective PCI programs.
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Recommended Planning Area Criteria

* Qur Criteria
— Foster linkages to SOS hospitals

Recognize the need for timely access to a SOS
hospital
— Look at high-circulation traffic routes for
access and patient transport

— Take into account population centers

— Maintain geographic “integrity” and data
sources and attempt to site planning areas
within the existing HSA boundaries



Our Model

 Balanced need, quality, and cost containment in
a reasonable fashion: Avoid proliferation and
weakened linkages to SOS hospitals while
allowing some reasonable growth

— Use rate of 1.9/1000 population applied to the
planning areas

— Used 400 as a minimum program threshold

— Maintain  current quality and preserve the
infrastructure at existing referral centers by not
reducing volumes at SOS hospitals to any new
program threshold



Results of Our Modeling

13 planning areas

5 new programs when taking into account
projected date for commencement of
operations

 Does not require any planned reduction in
existing PCl volumes at SOS hospitals
including the UWMC
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Planning Area 2

Island, San Juan and Skagit Counties
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Planning Area 3

Snohomish County
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Planning Area 4

Whatcom County
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Planning Area 5

North, Central and Southwest King County Planning Area Sub-areas
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Planning Area 6

East and southeast King County Planning Area Sub-areas
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Planning Area 7

Pierce County
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Planning Area 8

Grays Harbor, LeW|s I\/Iason PaCIfIC and Thurston Counties
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Planning Area 9

Clark, Cowlitz, Klickitat, Skamania and Whakiakum Counties
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Planning Area 10

Chelan, Douglas and Okanogan Counties
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Planning Area 11

Adams, Asotin, Benton, Columbia, Franklin, Grant, Garfield and Walla

Walla Counties
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Planning Area 11

Adams, Asotin, Benton, Columbia, Franklin, Grant, Garfield and Walla
Walla Counties




Planning Area 12

Kittitas and Yakima Counties
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Planning Area 13

Ferry, Lincoln, Pend Orlelle Spokane Stevens and Whitman Counties
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Planning Area 13

Ferry, Lincoln, Pend Orielle, Spokane, Stevens and Whitman Counties
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The Overall Results

New Net Program Need for Elective
County Planning Area Count PCI
Clallam
Jefferson
Kitsap
Subtotal 1 0
Island
San Juan
Skagit
Subtotal 2 1
Snohomish
Subtotal 3 1
Whatcom
Subtotal 4 0
King North; Central; Southwest 5 0
King East & Southeast 6 2
Pierce 7 0 25




The Overall Results

County

Planning Area Count

New Net Program Need for
Elective PCI

Grays Harbor

Lewis

Mason

Pacific

Thurston

Subtotal

Clark

Cowlitz

Klicliitat

Skamania

Wahkiakum

Subtotal

Chelan

Douglas

Okanogan

Subtotal

10
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The Overall Results

County

Planning Area Count

New Net Program Need for Elective
PCI

Adams

Asotin

Benton

Columbia

Franklin

Grant

Garfield

Walla Walla

Subtotal

11

Kittitas

Yakima

Subtotal

12
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The Overall Results

County

Planning Area Count

New Net Program Need for Elective
PCI

Ferry

Lincoln

Pend Oreille

Spokane

Stevens

Whitman

Subtotal

13

Washington
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Questions?

29



Appendix F

ELECTIVE PCI CERTIFICATE OF NEED
RULEMAKING N PLANNING AREA BOUNDARY
DEFINITIONS, METHODOLOGY AND
GENERAL CONSIDERATIONS

Presenedto the Stakeholder Committee on 11 March 2008
by JodyCarona
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Elective PCIl Certificate of Need
Rulemaking- Planning Area
Boundary Revisions, Methodology
and General Considerations

Presented on behalf of the
Cardiac Consortium
March 11, 2008



For the Consortium, focus continues to
be on improving access while
maintaining or improving quality

I Planning Principles:

Standards focus on minimum standards to
ensure safety and quality b based on
evidence.

Planning area boundaries recognize
Importance of timely, local access to PCI and
the inextricable link between emergent and
elective.

Recognition that some existing volumes must
be redistributed to improve access.




Revised Boundaries




We revised our boundaries in the

Interest of attempting to reach
CONSensus

I Accepted many of the definitions put
forth by several existing providers last
weekD and considered the request that
we aggregate rural Counties to achieve
minimum volume levels.

| We have gone from 48 planning areas to
25.




The Planning Areas

1) Clallam, Jefferson, Kitsap

2) Island (less Camano Island), San Juan, Skagit
3) Central Snohomish

4) East Snohomish

5) North Snohomish, plus Camano Island

6) Southwest Snohomish

7) Whatcom

8) North King




The Planning Areas

9) Southwest King

10) Central King

11) East King

12) Southeast King

13) Central Pierce

14) East Pierce

15) West Pierce

16) Mason, Lewis, Thurston

17) Grays Harbor and Pacific




The Planning Areas

18) Wahkiakum and Cowlitz

19) Clark, Skamania and Western Klickitat

20) Chelan, Douglas, Okanogan

21) Benton, Franklin, Grant and Adams

22) Walla Walla, Columbia, Garfield and Asotin

23) Kittitas, Yakima and Eastern Klickitat

24) Ferry, Pend Oreille, Lincoln, Spokane, Stevens and Whitman

25) Gig Harbor Peninsula




Proposed PCI Plannlng Areas
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Proposed PCI Planning Areas — EASTERN WA
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Proposed PCI Plannlng Areas — SOUTHWEST WA
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Proposed PCI Planning Areas — NORTHWEST WA
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Proposed PCI Plannlng Areas — KING
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Proposed PCI Plannlng Areas — PIERCE
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Maximum new providers

The maximum number of non-CAH new
providers in 2010 (assuming 200 as entrance
level and 200-400 as protection level for
existing providers) is likely well under 20.

More than half are current emergency-only.

However, itis imperative to_note that using
our deflnltlon P the main Qimiters Owiill be

stringent quality standards,

Impact on existing providers , and

compliance with all other CN criteria (need, structure
and process, financial feasibility and cost
containment), and a significantly fewer number of
providers would be successful.
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Maximum new providers...keep in
mind

| There is a big difference between meeting the
standards (individually) and the cumulative
Impact of applications.

| For applicants that are current emergency only
providers, many are already performing 100-
150+ emergency procedures. They don't need
much incremental volume to stabilize/hit
evidence-based minimum standard of 200.

| We can ® and should not in this process be
assuming the role/responsibility of DOH b to
determine which and how many will ultimately

- meet all applicable standards.
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Methodology




Key Underlying Assumptions/
PrinciplesN Volume Standards

L A minimum of 200 procedures must be
projected to be achieved by the applicant in
the third full of operation.

Except in rural hospitals located at least 50
miles from the next closest provider-for these
hospitals the minimum volume is 150
procedures by the third full year.

In calculating need/minimum volume, there Is
no need to distinguish between emergent and
non-emergent cases.

No additional programs approved until all CN
approved projects are above the minimum
standard
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Key Underlying Assumptions/
PrinciplesN Prohibitions on New
Providers

No new program can be established in a
planning area if there is not a net need for at
least 200 (or 150 in the case of certain rural
providers) by year 5 of the planning horizon,
or
* If the new program would reduce an

existing provider in the planning area to
below the minimum volume standard (200)

In the case of hospitals performing less than
400 cases annually, or 400 in the case of
hospitals performing more than 400 cases
annually, or

If the new program would reduce an |
existing provider  in a contiguous planning

19
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Forecasts of fu ture need

Using Oregon Inpatient data and CHARS or
COAP, calculate Planning Area and
statewide total use rates for each of the
most recent three full years of data.

Note: 15+ use rateis 2.4 not 1.9/1,000

Use the Planning Area use rate, unless it is
below the statewide use rate in the last full
year of historical data. If it is lower, use the
statewide rate.
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Forecasts of future resident need

Trend, average or use the highest annual

use rate during the past three year period

to project volume five years into the future

to estimate total planning area resident

need.

" Note: we need to somehow adjust for missing
outpatient data if not using COAP

Population should be medium series OFM or
other reliable source for partial County planning
areas.
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Subtract Current Supply

I For planning areas with no existing open
heart/elective provider, supply = O.

I For planning areas with an existing
prowder current supply Is calculated as:

200 for a provider operating with less than 400
cases annually.

400 for a provider generating more than 400
annual cases.

Perhaps some other level for select providers?
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Adjusted Net Need

Calculated as:

" Total resident planning area need
Less

Planning area provider current supply

* Net Planning Area Need

| Reduce this number by 5%+ to account for
complex cases.

" The remaining number of cases needs to
be 200 or greater (or 150+).
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General Considerations
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Other factors that need to be
addressed

I If we assume concurrent review-
should the cycle be 1 or 2x annually?

Should a different cycle be established
for the first year or two?
. All data required to estimate need
and impact on existing providers
needs to be available three months
prior to the start of cycle.

Can not be modified during the course of
review. Reliability
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Other factors that need to be
addressed

| Tiebreakers-could include:

() The most appropriate improvement in
geographic access;

(ii) The most cost efficient service;
(i) Minimizing impact on existing programs;

(iv) Providing the greatest breadth and depth
of cardiovascular and support services; and

(v) Facilitating emergency access to care.

| Process for verifying UW impact.
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Special considerations

I Create process to allow hospitals that have
more than 40% of their patient days
coming from non-Washington, non-Oregon
hospitals to demonstrate need.

I Assuming all other standards met- hospitals
that can demonstrate lower costs or better
guality (outcomes) or patient, provider and
payer preference (choice) should be
allowed to establish a program.
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Other considerations

Transfer agreements should ideally be
with the closest provider, but must be
with a hospital wherein D2Surgery
time can be met (2 hours).

Standards should be re-evaluated In
2 years.
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Other considerations

- MDs- must be allowed to continue
emergency only coverage and
procedures.
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