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(Implements RCW 34.05.360) WSR 25-21-006

Agency: Department of Health

Effective date of rule:
Permanent Rules
31 days after filing.
1  Other (specify) (If less than 31 days after filing, a specific finding under RCW 34.05.380(3) is required and should
be stated below)

Any other findings required by other provisions of law as precondition to adoption or effectiveness of rule?
U Yes No If Yes, explain:

Purpose: Adult Elective Percutaneous Coronary Intervention (PCI) Certificate of Need (CN) requirements. The Department
of Health (department) is adopting amendments to rules related to the CN requirements for PCI programs listed under WAC
246-310-700 through 246-310-755. Additionally, the department is repealing WAC 246-310-710, 246-310-725, and 246-310-
730 and added new section WAC 246-310-760. The purpose of these rules is to update, modernize, and have developed
progressive enforcement tools for the adult elective PCI CN requirements.

Citation of rules affected by this order:
New: WAC 246-310-760
Repealed: WAC 246-310-710, 246-310-725, 246-310-730
Amended: WAC 246-310-700, 246-310-705, 246-310-715, 246-310-720, 246-310-735, 246-310-740, 246-310-745, 246-
310-750, 246-310-755
Suspended: None

Statutory authority for adoption: RCW 43.70.040, 70.38.128, and 70.38.135

Other authority: None

PERMANENT RULE (Including Expedited Rule Making)
Adopted under notice filed as WSR 25-15-150 on 7/22/2025 (date).
Describe any changes other than editing from proposed to adopted version:

The following changes were made to the proposed rule:

WAC 246-310-700: The last sentence, “To perform adult elective PCI at a hospital...and be issued a certificate of need by
the department” was removed.

WAC 246-310-715(1)(c) and (d): Subsections ¢ and d were removed.
WAC 246-310-715(e): Replaced the word “have” with “submit.”

WAC 246-310-745: (4) Step 3: corrected reference from “Step 2” to “subsection (1)(b)
The department made several clarifying edits to this section where key terms were either missing or were mistakenly
plural. The changes included clarifying the term “Elective PCI” and “adult elective or non-elective procedures.”

The department also made several technical edits throughout the PCI rule sections that include grammar and punctuation
edits to the final rule.

If a preliminary cost-benefit analysis was prepared under RCW 34.05.328, a final cost-benefit analysis is available by
contacting:

Name: Eric Hernandez
Address: PO Box 47852, WA 98504-7852
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Phone: 360-236-2956

Fax: N/A

TTY: 711

Email: CNrulemaking@doh.wa.gov
Web site:

Other:

Note: If any category is left blank, it will be calculated as zero.
No descriptive text.

Count by whole WAC sections only, from the WAC number through the history note.
A section may be counted in more than one category.

The number of sections adopted in order to comply with:

Federal statute: New 0 Amended 0 Repealed 0
Federal rules or standards: New 0 Amended 0 Repealed 0
Recently enacted state statutes: New 0 Amended 0 Repealed 0
The number of sections adopted at the request of a nongovernmental entity:
New 0 Amended 0 Repealed 0
The number of sections adopted on the agency’s own initiative:
New 1 Amended 9 Repealed 3
The number of sections adopted in order to clarify, streamline, or reform agency procedures:
New 1 Amended 9 Repealed 3
The number of sections adopted using:
Negotiated rule making: New 0 Amended 0 Repealed 0
Pilot rule making: New 0 Amended 0 Repealed 0
Other alternative rule making: New 1 Amended 9 Repealed 3
Sighature:

Date Adopted: September 29, 2025
Name: Kiristin Peterson, JD for Dennis E. Worsham

Title: Chief of Policy for Secretary of Health

Katoidlas's
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AMENDATORY SECTION (Amending WSR 09-01-113, filed 12/19/08, effective
12/19/08)

WAC 246-310-700 Adult elective percutaneous coronary interven-
tions (PCI) without on-site cardiac surgery. Purpose and applicabili-

ty ((e%—ehaptef)) ((Aéﬂ%%—e&ee%&¥e—ﬁefeﬁ%aﬁee&&—eefeﬁ&fy—&ﬁ%efveﬁ—
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granted a certificate of need, an adult elective PCI program must meet
the requirements and standards in this ((seetiern)) chapter and ((WAEC
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AMENDATORY SECTION (Amending WSR 09-01-113, filed 12/19/08, effective
12/19/08)

WAC 246-310-705 PCI definitions. ( (For—the—ourpeses—eof—this
chapter)) The definitions in this section apply throughout WAC
246-310-700 through 246-310-760 and chapter 70.38 RCW, ((Ehe—words—and

phrases—betlow—wiltt—have—fthe—Ffeollowing meanings)) unless the context

clearly indicates otherw1se

((" . : "

1

B ~—

+23)) "Adult" means persons 18 vears of age and older.

(2) "Affiliate PCI hospital” means a CN-approved PCI hospital
that is owned and operated by the same health system as the applicant.

(3) "Elective" means the procedure can be performed on an outpa-
tient basis or during a subsequent hospitalization without significant
risk of infarction or death. For stable inpatients, the procedure is
being performed during this hospitalization for convenience and ease
of scheduling and not because the patient's clinical situation demands
the procedure prior to discharge. If the diagnostic catheterization
was elective and there were no complications, the PCI would also be

elective.

(4) "Emergent" means a patient needs an immediate PCI because, in
the treating physician's best clinical judgment, delay would result in
undue harm or risk to the patient.

(+4)) (5) "Percutaneous coronary intervention((s)) (PCI)" means
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“+gr—Extractional—+thrombeetomy)) the placement of an angioplasty

guide wire, balloon, or other device (e.g., stent, atherectomy, bra-
chytherapy, or thrombectomy catheter) into a native coronary artery or
coronary artery bypass graft for the purpose of mechanical coronary
revascularization.

((#5)F)) (6) "PCI planning area" means an individual geographic
area designated by the department for which adult elective PCI program
need projections are calculated. For purposes of adult elective PCI
projections, planning area and service area have the same meaning. The
following table establishes PCI planning areas for Washington state:

Planning Areas:
Planning areas that utilize zip codes will be
administratively updated upon a change by the United
States Post Office, and are available upon request.

1. Adams, Ferry, Grant, Lincoln, Pend Oreille,
Spokane, Stevens, Whitman, Asotin

2. Benton, Columbia, Franklin, Garfield, Walla
Walla

3. Chelan, Douglas, Okanogan

Kittitas, Yakima, Klickitat East (98620, 99356,
99322)

5. Clark, Cowlitz, Skamania, Wahkiakum, Klickitat
West (98650, 98619, 98672, 98602, 98605, 98623
98628, 98635, 98670, 98673, 98617, 98613)

6. Grays Harbor, Lewis, Mason, Pacific, Thurston

Pierce East (98022, 98047, 98092, 98304, 98321,
98323, 98328, 98330, 98338, 98360, 98371,
98372, 98373, 98374, 98375, 98385, 98387,
98390, 98391, 98396, 98443, 98445, 98446,
98580)

8. Pierce West (98303, 98327, 98329, 98332, 98333,
98335, 98349, 98351, 98354, 98388, 98394,
98402, 98403, 98404, 98405, 98406, 98407,
98408, 98409, 98416, 98418, 98421, 98422,
98424, 98430, 98431, 98433, 98438, 98439,
98444, 98447, 98465, 98466, 98467, 98493,
98498, 98499, 98528, 98558)

9. King East (98001, 98002, 98003, 98004, 98005,
98006, 98007, 98008, 98010, 98011, 98014,
98019, 98022, 98023, 98024, 98027, 98028,
98029, 98030, 98031, 98032, 98033, 98034,
98038, 98039, 98042, 98045, 98047, 98050,
98051, 98052, 98053, 98055, 98056, 98057,
98058, 98059, 98065, 98068, 98072, 98074,
98075, 98077, 98092, 98224, 98288)

10.  King West (98040, 98070, 98101, 98102, 98103,
98104, 98105, 98106, 98107, 98108, 98109,
98112, 98115, 98116, 98117, 98118, 98119,
98121, 98122, 98125, 98126, 98133, 98134,
98136, 98144, 98146, 98148, 98154. 98155,
98158, 98164. 98166, 98168, 98177, 98178,
98188, 98195, 98198, 98199, 98354, 98422)

11.  Snohomish
12.  Skagit, San Juan, Island
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Planning Areas:
Planning areas that utilize zip codes will be
administratively updated upon a change by the United
States Post Office, and are available upon request.

13.  Kitsap, Jefferson, Clallam
14.  Whatcom

AMENDATORY SECTION (Amending WSR 18-07-102, filed 3/20/18, effective
4/20/18)

WAC 246-310-715 General requirements. ( (Fre—applticant—hospitalt
masts) )

(1) An applicant for a certificate of need for an adult elective
PCI program shall:

(a) Submit a detailed analysis of the ((impaet—that—their rew
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ted volume of adult elective PCIs that it anticipates it will perform
in vyears one, two, and three after it begins operations. An elective
PCI program must comply with the PCI volume standards outlined in WAC
246-310-720.
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(b) Submit a plan detailing how they will effectively recruit and
staff the new program with gualified nurses, catheterization laborato-
rv technicians, and interventional cardiologists.

(c) Submit a partner agreement consistent with WAC 246-310-735.

(2) Hospitals approved to operate elective PCI programs shall:

(a) Maintain one catheterization lab used primarily for cardiolo-
gy. The lab must be a fully equipped cardiac catheterization laborato-
rv with all appropriate devices, optimal digital imaging systems, and
life sustaining apparati.

(b) Be prepared and staffed to perform emergent PCIs 24 hours per
day, seven days per week in addition to the scheduled PCIs.

(c) Maintain a partner agreement consistent with WAC 246-310-735.

AMENDATORY SECTION (Amending WSR 18-07-102, filed 3/20/18, effective
4/20/18)

WAC 246-310-720 ( (Hospital)) Volume standards. (1) Hospitals
( (with—an—eteetivePCIPprogram—must)) approved to operate an elective
PCI program shall:

(a) Perform a minimum of ((Ewe—hunered)) 200 adult PCIs per year
by the end of the third year of operation and each year thereafter;
and

(b) Have physicians performing a minimum of 50 adult elective
PCIs per vear.

2 Th dornartmoa akh 11 nlsxz ot = ooyt a2 £9 ~ o
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eor—exeeceding—theminimum—volumestandard=)) An applicant hospital must

provide an attestation that physicians performed 50 PCI procedures per
vear for the previous three vears prior to the applicant's CN reguest.

AMENDATORY SECTION (Amending WSR 09-01-113, filed 12/19/08, effective
12/19/08)

WAC 246-310-735 Partnering agreements. The applicant hospital
must have, and maintain, a signed written agreement with a hospital
providing on-site cardiac surgery. This agreement must include, at
minimum, these provisions ((fex)):

(1) ( (coordination—Pbetweern)) The nonsurgical hospital
shall coordinate with the backup surgical hospital ((+s))
availability of its surgical teams and operating rooms. ((Fre—hoespt

" . end : . . : . . 1
ble—surgiecat——suad 7

(2) ((Assuranee)) The backup surgical hospital ((eas)) shall pro-
vide an attestation that it can perform cardiac surgery during ((a+F))
the hours that elective PCIs are being performed at the applicant hos-

pital.
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(3) ((Eransfer——oef)) In the event of a patient transfer, the non-
surgical hospital shall provide access to all clinical data, including

images and videos, ((with—+the—patiernt)) to the backup surgical hospi-

tal.
(4) ((commupieatieon—by)) The physician(s) performing the elective
PCI shall communicate to the backup surgical hospital cardiac sur-

geon (s) about the clinical reasons for urgent transfer and the pa-
tient's clinical condition.

(5) ((Aeeceptance—ofatl—referred—patients—by)) The backup surgi-
cal hospital shall accept all referred patients.

(6) ((The—appticarnt—hospitat'ls—meode—of emergeney —transport—Ffeor
patients—reguiring—urgent—transfer-)) The applicant hospital ((musE))
shall have a signed transportatlon agreement with a wvendor who w1ll
( (expeditiousty)) transport by air or land all patlents ( (wheo—expert

ree—com pl'cat;uug caring—eteetive—PEEs)) that require transfer to a

backup surgical hospital ( (with—en—site—eardiace——surgery))

(7) ( (Bmergeney—transportation beginning within twenty minuvtes—of
1 O T I o S RS PP PNURG, [ T gy
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+8—FEvidenee)) The transportation vendor shall provide an attes-
tation that ((¥khe)) 4its emergency transport staff are ((eertifieds

These——staff—must—be)) advanced cardiac life support (ACLS) certified
and have the skills, experience, and equipment to monitor and treat
the patient en route ((apd—te—manrage—an —intrao—aortie—balloon—pump
~FABPY) ) .

( ($9—The—hospital—decumenting—the)) (8) The applicant hospital

shall maintain quality reporting of the total transportation time,
calculated as the time that lapses from the decision to transfer the

patient ( (with—an—eteetive—PcE—eompitiecation)) to arrival in the oper-
ating room of the backup surgical hospital. The total transportation

time must be less than ((eme—hundred—twenty)) 120 minutes.

ete——=)) (9) The applicant hospital shall provide a patient consent
form that communicates that the intervention is being performed with-
out on-site surgical backup. The patient consent form shall address
the risks and mitigations including, but not limited to, emergent pa-
tients transfer, surgery by a backup surgical hospital, and the estab-
lished emergency transfer agreements.
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AMENDATORY SECTION (Amending WSR 09-01-113, filed 12/19/08, effective
12/19/08)

WAC 246-310-740 Quality assurance. (1) The applicant hospital
must submit a written quality assurance/quality improvement plan spe-
cific to the elective PCI program as part of its application. ((&E
mirimur—ehe—planmust—ineludes
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(2) All certificate of need approved PCI programs must submit PCI

statistics, adhering to COAP PCI data submittal timelines. PCI data
must include with each PCI the date of the procedure, provider name,
patient age, patient zip code, and PCI elective status.

AMENDATORY SECTION (Amending WSR 18-07-102, filed 3/20/18, effective
4/20/18)

WAC 246-310-745 Need forecasting methodology. ( (For—the—purpe—

oo o £ + ] n a foarana ot o o matlh A EEEN +h 1 o PN n + ] Tl Az~
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ferms—have—the—following speeifiemeanings)) (1) The following defini-
tions apply throughout this section unless the context clearly re-
gquires otherwise:

((>)) (a) "Base year" means the most recent full calendar year
((4: v bt Al Neacscambioar 27 Ao o 4o P i P N | o~ £+ 1 £ ot Ao, £+ 1
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-

apptieation——submissien—peried)) from the ((department's—CHARS)) car-

diac care outcomes assessment program (COAP) data from the foundation
for health care gquality reports or successor reports, effective at the
time of the application submittal.

((#2¥)) (b)) "Current capacity" means the sum of all PCIs per-
formed on ((peopte—ftaged—Ffifteen—vyears—of—age—and—oltder))) adults by

all certificate of need approved adult elective PCI programs, or de-
partment ( (grandfathered)) legacy programs within the PCI planning
area. To determine the current capacity for those PCI planning areas
where a new program has operated less than three years, the department
will measure the volume of that hospital as the greater of:

((#=>)) (i) The actual volume; or

((¥)) (ii) The minimum volume standard for an elective PCI pro-
gram established in WAC 246-310-720.

((3r)) (c) "Forecast year" means the fifth year after the base

year.
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ber of elective PCIs performed on the adult residents of a PCI plan-
ning area (({aged—Fifteen—vyears—of—age—and——otdader))), per ((epe—theou—
sand)) 1,000 persons.

(o —"Grandfathered)) (e) "Legacy programs" means those hospi-

(
tals operating a certificate of need approved ( (imterventional——ecardiae
eatheterizatieorn)) PCI program or heart surgery program prior to ( (ke
effeective—date—of +these—¥rutes)) December 19, 2008, that continue to
erate a heart surgery program. ((Fer—hespitats—with Jeintlyoperated

++)) (2) The following data sources shall be used:

(a) The data source((s)) for adult elective PCI case volumes

o Al
7 oI

&
is the cardiac care outcomes assessment program

(COAP) data from the foundation for health care quality, as provided
by the department. If COAP data is no longer available for department
use, the department will rely on the comprehensive hospital abstract
reporting system (CHARS) and certificate of need utilizations survey
data.

((#8)F)) (b) The data source for population estimates and fore-
casts is the office of financial management medium growth series popu-
lation trend reports or if not available for the planning area, other
population data published by well-recognized demographic firms as ap-
proved by the department.

((#%)) (c) The datalused for ((evatuvating—appltications—submitted

duaring—the—econcurrent—review—eyele)) calculating numeric need must be
the most recent year end data as reported by ((cHARS—er—+the most—re—

[ 71 RDS-6439.5



((+2y)) (3) A hospital approved to perform elective PCI must
submit annual PCI volume data to COAP by June 30th of each vyear for
the previous year.

(4) The applicant hospital shall take the following steps to pro-

duce a numeric methodology:
Step 1. Compute each planning area's PCI use rate calculated for

patient)) adults, based on electlve PCI case counts.

(a) Take the total planning area's base year population adult
residents ( (fifteen—years—eofage—and—eotder)) and divide by ((empe—thou—
sand)) 1,000. This represents the base year population per 1,000.

(b) Divide the total number of elective PCIs performed on the
adult residents in the planning area ((residents—over—fifteen—years—of
age)) by the result of Step 1 (a). This number represents the base
year PCI use rate per ((¥hewsand)) 1,000.

Step 2. Forecasting the plannlnq area demand for ((PeEs—+o—b
performed—on—the—residents—of +the planning—area)) elective and non-
elective PCIs.

(a) Take the planning area's elective use rate calculated in Step
1 (b) and multiply by the planning area's corresponding forecast year
population of adult residents ((ever—fifteen—vyears—eoef—age)) per 1,000.
This represents projected planning area resident demand for elective
PCIs.

(b) Take the number of nonelective PCIs performed by planning
area hospitals in the base year. This represents projected planning
area demand for nonelective PCIs.

(c) Add the results from Step 2 (a) and Step 2 (b) together for
total planning area forecast PCI demand.

Step 3. Compute the planning area's current capacity as outlined
in subsection (1) (b) of this section.

(a) Identlfy all ‘(iﬁpat&eHefpfeeeéaﬁa}fat—eeftféfaﬁa}—eé—ﬁeed

- i hre—ptanpning—areals—ecurrent—ecapacity whieh—3s—=asS
sumed—to—remair—ceonstant—over—thefeoreecastperieds)) adult nonelective
procedures performed at planning area hospitals.

(b) Identify all adult elective procedures performed on planning
area residents at certificate of need approved hospitals within the
planning area.

(c) Add results of (a) and (b).

(d) Calculate the product of the number of existing certificate
of need approved elective PCI programs in the planning area multiplied
by the minimum volume standard for an elective PCI program established
in WAC 246-310-720.

() The planning area's current capacity is the greater of the

results of (¢) and (d). This capacity 1is assumed to remain constant
over the forecast period.
Step 4. ((catewdtate)) Subtract the calculated capacity in Step 3

from the forecasted demand in Step 2. This represents the net need for

additional adult elective PCI procedures ( (by—subtracting—the—ecalegda—
fed—eapacityin—Step3—FromEthe Fforeceasted—demand—an—Step—2)). If the
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net need for procedures 1s less than ((tweo—hundred;—the—department

witl—reot—approve—a—new—Pprogram)) Lthe minimum volume standard for an
elective PCTI program established in WAC 246-310-720, then there is no

numeric need for an additional PCI program.

Step 5. If Step 4 1is greater than ((tEweo—hunered)) Lhe minimum
volume standard for an elective PCI program established in WAC
246-310-720, calculate the numeric need for additional programs ( (<))
as follows:

(a) Divide the number of projected procedures from Step 4 by
( (Ewo—hundred)) the minimum volume standard for an elective PCI pro-
gram established in WAC 246-310-720.

(b) Round the results down to identify the number of needed pro-
grams. (For example: 375/200 = 1.875 or 1 program.)

AMENDATORY SECTION (Amending WSR 09-01-113, filed 12/19/08, effective
12/19/08)

WAC 246-310-750 Tiebreaker. If two or more applicant hospitals
are competing to meet the same forecasted net need, the department
shall consider which ((faeility's)) hospital's location provides the
most improvement in geographic access. Geographic access means the fa-
cility that is located the farthest in statue miles from an existing
facility authorized to provide PCI procedures.

AMENDATORY SECTION (Amending WSR 09-01-113, filed 12/19/08, effective
12/19/08)

WAC 246-310-755 Ongoing compliance with PCI standards. If the

department issues a certificate of need ((H4€6M))) for adult elective
PCI, it will be conditioned to require ongoing compliance with the
((eeN)) certificate of need standards. A hospital granted a certifi-

cate of need must meet the program procedure volume standards within
three vears from the date of initiating the program. Failure to meet
the standards ((may)) shall be grounds for revocation or suspension of
a hospital's ((€©N)) certificate of need, or other appropriate licens-

ing or certification actions.

NEW SECTION

WAC 246-310-760 Applying with no numeric need. The department
may grant a certificate of need for a new adult elective PCI program
in a planning area where the forecasting methodology does not identify
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numeric need. The department may also grant, at its sole discretion, a
certificate of need in a concurrent or comparative review process to
more programs than the forecasting methodology projects as needed.

(1) The department will consider if the applicant meets the fol-
lowing criteria:

(a) All applicable review criteria and standards, with the excep-
tion of numeric need, have been met;

(b) The applicant commits to serving medicare and medicaid pa-
tients;

(c) Approval under these nonnumeric need criteria will not cause
existing approved provider(s) in the same planning area(s) to fall be-
low minimum volume standards as required under WAC 246-310-720;

(d) The applicant demonstrates the ability to address at least
one of the following nonnumeric criteria. Applicants must include em-
pirical data that supports their nonnumeric need application. This in-
formation must be publicly available and replicable. The nonnumeric
need criteria are:

(1) Demonstrating that an applicant's request would substantially
improve access to communities with documented barriers or higher dis-
ease burdens which result in poorer cardiovascular health outcomes.
These communities include low-income and uninsured/underinsured popu-
lations, as well as demographics with higher rates of identifiable
risk factors for cardiovascular disease. These measures would be com-
pared to statewide or national averages as appropriate.

(ii) They have operated an emergent-only program for a period of
at least five years prior to July 1, 2025, and that the addition of
elective volume will support quality and stabilize staffing and reten-
tion of providers.

(iii) Demonstrating that an applicant's request will improve
cost-effectiveness, efficiency, and access at an affiliate PCI hospi-
tal. The applicant and affiliate PCI hospital(s) must be located with-
in the same planning area. The applicant must also demonstrate the an-
nual planning area resident PCI volumes performed by the applicant and
any affiliate PCI hospital(s) within the same planning area will be
sufficient to allow both the applicant and its affiliate PCI hospital
to each meet minimum volume standard.

REPEALER

The following sections of the Washington Administrative Code are
repealed:

WAC 246-310-710 Concurrent review.
WAC 246-310-725 Physician volume standards.
WAC 246-310-730 Staffing requirements.
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