WAC 246-310-700 Adult elective percutaneous coronary

Purpose

interventions (PCI) without on-site cardiac surgery.
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WSR 09-01-113, § 246-310-

RCwW 70.38.128.

[Statutory Authority

effective 12/19/08.]

filed 12/19/08,

700,

For the purposes of this

WAC 246-310-705 PCI definitions.

the words and phrases below wilt+

chapter and chapter 70.38 RCW,

have the following meanings unless the context clearly indicates

otherwise



(1)

"Concurrent review" means the process by which

applications competing to provide services in the same planning

area are reviewed simultaneously by the

department compares
rules.
(2)

"Elective"

outpatient basis or

the applications to

means the procedure

department. The

one another and these

can be performed on an

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. a—Pcfperformed
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(3) "Emergent" means 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.



is the

"Percutaneous coronary interventions (PCI)"

(4)

or other device

balloon,

placement of an angioplasty guide wire,

or thrombectomy

brachytherapy,

atherectomy,

stent,

(e.qg.

into a native coronary artery or coronary artery

catheter)

bypass graft for the purpose of mechanical coronary
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"PCI planning area" means an individual geographic area

(3)

designated by the department for which adult elective PCI

For purposes of adult

program need projections are calculated.

planning area and service area have

elective PCI projections,



the same meaning. The following table establishes PCI

areas for Washington state:

Planning Areas:
Planning areas that utilize zip codes will be

administratively updated upon a change by the United

10.

11.
12.
13.
14.

States Post Office, and are available upon request.

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

Benton, Columbia, Franklin, Garfield, Walla Walla
Chelan, Douglas, Okanogan

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

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

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)

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)

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)

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)

Snohomish

Skagit, San Juan, Island
Kitsap, Jefferson, Clallam
Whatcom

planning
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RCW 70.38.128.

[Statutory Authority

effective 12/19/08.]
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The applicant

WAC 246-310-715 General requirements.

hospital must

Submit a detailed analysis of the projected volume of

(1)

PCIs that it anticipates it will perform in

adult elective

and three after it begins operations. All new

two,

years one,

elective PCI programs must comply with the state of Washington

If an

PCI volume standards outlined in WAC 246-310-720.

applicant hospital fails to meet the annual volume standards,

the department shall conduct a review of certificate of need

approval for the non-compliant program under WAC 246-310-755.

hoasxr

3 1]

WL

oL T DOT acrnrsza ~
T =)

1

AT

T.7

r

N

T~ o

OTT

TITr

-

T

A @ AW 3w e gy ey T |usgn

T

CIIoo C CIT

C

TIToT™

o] ANV oz

8 N WP W s i @ e

N

n

Iz
=

A T o

[EETaw s

S o

ro el a e TV o

ANV

+1h

S Ep e mp g my AT

TITC

o

g ey

[ 0 Ei W i B W VA & B I P W i g @ g

CIT




T NE YOI I S
STty

INEZY

Flhd o + 1 ISR S+l
W ImCTTITIT T

177

ofr A o

N e W S N 7

RN N

wrah
TTOWSITTPO

|\ g e g

TTT

o Ca T

TTT

oI Ty PO TTTInS

oYy

N e W S N 7

LN S

wrah
TTOWSITTPO

TN I 'S £ TWacharme~t ~n
ToTrty ©OT

INEZY

CrorirriTy LT UYgTTIt.

Em

oo T TITg CUTT

|\ i e g

T
vV O LTUTIT .

Iz

ot oA
T

o o
I

: £
.

J o

Analsza
Oty STo

A

41

cCo LT T

Aot o
A8

Submit a

(2)

]

o rm n
It

1

1

|\ = e may =

117

+

11

N

+

Stz DOTa 4+t o

ot

1

B P

Y

T OTIIr

T C

=}

aglrrc oo cC

T C

cCIIToo T

0

TV

[SAW 3w g g o

137

ot

n o

N

EIE R NNt B AN
TacTOorss

1+

e

NN I S 2NN
TWO ot

+ 17

- |\ e

W

T

T OCTY TS UM gy e

CTITrLT

1T

matot
313V S S o

o
=]

119m
O ottt

+h Th i ot <7
TIT T

1+

Fear

~d Sz

A bz +h
TIT

hiindw
oo

CTITrLT IS ]

[ A R W

MY

AT

le 2~ nNlsxz N+ +1
WO TT OTr—y —<

T.7

I B e W e
TTOrno

211 ~hszoo

FE NS

e Nak ki
CO oo oor

e £ £

T

Iy

oL MIrTyo L

CIIoo C

C

T

[ i s e

atarn Ao Ao
o CcaltOao Lt oS

<z T aam
VAYA="Rw sy

m

TTT

1]
THO T

K

1

R NEENE R SNP-NP RN B~ B

S ]

A

cO

WL T D

oo Ccaor

SIS e s e

m

TTr

N S I -, P
[ S €5 R S Sy )

BN B I

v sz £V T n
T yCcor e T*

f+<7 DOT o o~

£

\a

oo L tal

dprpr L LT dittc

LT

LS e ) N~

T Cy

7

L]

N1y~
\Aessavavawy e

Nt oh a1 lmoacs ~
T

dorn o rtm

+1h

CIT

2427 N_T72E

Z—T

T

C ol L iy

(A=) e ey

TZ Ty

A

oL

WAL DA 210

EEEAN PN

RN N e 2

+h
TIt

a S s

n

+

1~

£

N

i
[ B S g g iy WY @ iy

o~
o

(==

T I

LAF 332

|S P AW s

[ e ISESAAS Ea =11

T

o

F55-plan detailing how they will effectively recruit and staff

ion

t

1zZa

catheter

d nurses,

1e

the new program with qualif

1 cardiologists.

terventiona

in

and

iclans,

laboratory techn




7Y

Pk i LN IS
A e v

££
[

w1 1]
W I T

+hoass
[SE A

.7

TTOW

A+t a1l 1mn~
co T TIg

nlan
o P Troit O

-

Qaal~em o +
[CATE )11 = ny o

)

3

(

nilzr o
ITTO L O

-1

P I
\j_L/I.LA._L_LJ__L

EEN N
W I CIt

P e 2 M I e |

7N~
W

P L N

+ anA

Pt |
i S v i oy

=}

A

ISES A ES 211

T

CIT

I o caoL T

n-

N

n
8 N W W s i @ e

Iz
=

ERg

o Al
(ST TV sy

g~ S
CaTrCTaitsy

n 1aboratraorsz +

P e |

PPN N
O CIT

Y

C

TaooLTracoLly

[ S my AT & B WP i

C

1loaiata

PENEV O]

Maintain one catheterization lab used primarily
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The lab must be a fully equipped cardiac

for cardiology.

optimal

catheterization laboratory with all appropriate devices,

and life sustaining apparati.
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Be prepared and

hours per day,

(24)

staffed to perform emergent PCIs twenty-four

S

days per week in addition to the scheduled PCIs.
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WSR 18-07-

RCwW 70.38.135 and 70.38.115.

[Statutory Authority

filed 3/20/18, effective 4/20/18. Statutory

§ 246-310-715,

102,

filed

WSR 09-01-113, § 246-310-715,

RCwW 70.38.128.

Authority

effective 12/19/08.]

12/19/08,

Hospitals

(1)

WAC 246-310-720 Hospital volume standards.

with an elective PCI program must perform a minimum of two

hundred adult PCIs per year by the end of the third year of

Physicians performing adult elective PCI must perform a

operation and each year thereafter.
(2)

Applicant hospitals must provide

minimum of fifty PCIs per year.




an attestation that physicians performed fifty PCI procedures

per year for the previous three years prior to the applicant’s
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WSR 18-07-

RCW 70.38.135 and 70.38.115.

[Statutory Authority

filed 3/20/18, effective 4/20/18. Statutory

§ 246-310-720,

102,

filed

WSR 09-01-113, § 246-310-720,

RCW 70.38.128.

Authority

effective 12/19/08.]

12/19/08,
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WSR 18-07-

RCW 70.38.135 and 70.38.115.

[Statutory Authority

filed 3/20/18, effective 4/20/18. Statutory

§ 246-310-725,

102,



filed

WSR 09-01-113, § 246-310-725,

RCW 70.38.128.

Authority

effective 12/19/08.]

12/19/08,
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RCwW 70.38.128.

[Statutory Authority

effective 12/19/08.]

filed 12/19/08,
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The applicant

WAC 246-310-735 Partnering agreements.

hospital must have a signed written agreement with a hospital



providing on-site cardiac surgery. This agreement must include,

at minimum, these provisions—fe+*:
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(2) Assurence—tThe backup surgical hospital ean shall

provide an attestation that it can perform cardiac surgery

during thead+ hours that elective PCIs are being performed at

the applicant hospital.

(3) Fransfer—of In the event of a patient transfer, the

nonsurgical hospital shall provide access to all clinical data,

ar
H
N

including images and videos,

ar
H
F

ot
r/uk.

rE—to the backup
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H

surgical hospital.

(4) Communieatien—by—+t The physician(s) performing the

elective PCI shall communicate to the backup surgical hospital

cardiac surgeon(s) about the clinical reasons for urgent

transfer and the patient's clinical condition.



£ The backup

Nt o s
T —0Y

A o
A8 t/(AL,_L

e
 ———

£
-

1 LS
(& e e

£
O

Nyt o~
oot pptTarntc

)

5

(

surgical hospital shall accept referred patients.

maad £+ moereoran otz o o~
ot Ao mCTrgtChcy

PR P I P

PN NN B PN SR 2

SIS ey g

Th

CralrTo oL C

[}

ToO oS TTCcaoL

~
T

nt oo £
Tt

11y
oy

o119 v o
o TS

~
T

EYSIE NN nt o

£
[ S

The applicant hospital

CcCraoltoLT

C

TS

P CcT

shall must—have a signed transportation agreement with a vendor

transport by air or land all patients whe

|\ i G i W s e
B 13 ] &7

serrec 341

who will

PCIs—that—require

T

PR
N U

A1 2~
(v a2

n o

comen] 4 A4 o
COMPTrTTCaTtToS

n o
T

K
-

i

that

PP K
A\ @ i B W g By @ B

4+
=

o
o

transfer to a backup surgical hospital—with—en

PRI~ N IR —R PN X2
Tty

LA\ S W i s g

iz EFmeoreoranossz v armarmagpd b0 Ay a7 7 T~ ~ea o
ToCTICy cCroltopOTrcacTOTt oo

17 ey
A E=AT |

W

(SO0 5 & i e

ToItr

Y .

n

comern ] 4 A4 o
o COMPrTrCat o=

K D R gy £ o
i S § L\

R

+h

CIT

mi it
mTrHagt

5 I U M s B Y @ B WP i W i

i g A A g e @ s

O

[}

PICE I SN B NI SR e SN N S
LLL,_Y

oot nrma -~
OO TS

BN SN S VNN
vy C).LLOLJ\JJ_ CcCOCITUIT

INE VNS VAW £ S e 2
EERS A=) ¥ a4

()

T

W CIrIr

TIITT

7

7

\

n

comoliansd
&y \JUlllb/LL\JLALLULl-

-

n £
O

RSN I S T (S PRGN i~ IR
= S §

+h

CIT

miniit
Tt

5 N U M s i WY @ R W i s i

i R g o @ e

[ R

Evidenee The transportation vendor shall provide an

attestation that its the emergency transport staff are

O R T S N

I R IS I b N
N o C O IO

o

advanced cardiac life support

0

oo T

\w ary

S S W e e

and equipment

experience,

certified and have the skills,

(ACLS)

Y
LT

moa o
[1jersreas)

Ay

Al

a
< [Eeyaw

to monitor and treat the patient en rout

(TARD)

Pt R RSN
A 211

IS I SN | n

-

4o o
LT T CITr [ AN A Sy U ) L\ & R E S N A N i )

VLTZIDLC /.

Nt~y

a2+ A~ ~Naam
ToOSPTrTtaT

2N

The applicant hospital

C

ITCTITy

\PAwAwR w11

TIT

shall maintain quality reporting of the total transportation




calculated as the time that lapses from the decision to

time,
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transfer the patient with

arrival in the operating room of the backup surgical hospital.

The total transportation time must be less than one hundred

twenty minutes.

At—deast—The applicant hospital shall provide a

patient consent form that communicates that the intervention is

The patient

being performed without on-site surgical backup.

including

consent form shall address the risks and mitigations,

emergent patient transfer, surgery by a

but no limited to,

and the established emergency transfer

backup surgical hospital,

agreements.
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WSR 09-01-113, § 246-310-

RCwW 70.38.128.

[Statutory Authority

filed 12/19/08, effective 12/19/08.]

735,

The applicant

(1)

WAC 246-310-740 Quality assurance.

hospital must submit a written quality assurance/quality

PCI program as part of

to the elective
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All certificate of need approved PCI programs must

(2)

adhering to COAP PCI data submittal

submit PCI statistics,

lude with each PCI the date of the

inc

PCI data shall

timelines.

aad—patient zip code and

patient age,

provider name,

procedure,

PCI elective status.
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[Statutory Authority: RCW 70.38.128. WSR 09-01-113, § 246-310-

740, filed 12/19/08, effective 12/19/08.]
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following definitions are only applicable to the PCI need

forecasting methodology in this section:

(1) "Base year" means the most recent full calendar year

for which Beeember—3+—-June 30 data i1s available as of the first

day of the application submission period from the department's

EHARSClinical outcomes assessment program (COAP) reports or

successor reports.

(2) "Current capacity" means the sum of all PCIs performed

on people Hoged—fifteen—years—ofage—and—-otder)y by all

certificate of need approved adult elective PCI programs, or

department legacy grandfathered—programs within the planning
area. To determine the current capacity for those planning areas
where a new program has operated less than three years, the
department will measure the volume of that hospital as the

greater of:



; Or

The actual volume

(a)

PCI program

ive

lume standard for an elect

inimum VO

The m

(b)

established in WAC 246-310-720.

"Forecast year" means the fifth year after the base

(3)

year.
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"Legacy &Graendfathered programs" means those hospitals
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operating a certificate of need approved interventional cardiac

catheterization program or heart surgery program prior to
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For hospitals with

continue to operate a heart surgery program.

only the hospital where the program's

jointly operated programs,

procedures were approved to be performed may be treated as a

legacy program grandfathered.
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(ae) Clinical outcomes assessment program (COAP) data from

the feundatien—Foundation for heatth-Health eaxre—Care

guatityQuality, 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 utilization survey data.

(7€) The data source for population estimates and forecasts
is the office of financial management medium growth series
population trend reports or if not available for the planning
area, other population data published by well-recognized
demographic firms.

(89) The data used for evaluating applications submitted
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All hospitals approved to perform elective PCI must

(9)

submit annual PCI volume data to COAP by SeteberFebruary 1 of

each year.

Numeric methodology

(10)

Compute each planning area's elective PCI use rate

Step 1.
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(b) Divide the total number of elective PCIs performed on
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the planning area residents ewver—£
result of Step 1 (a). This number represents the base year PCI
use rate per thousand.

Step 2. Forecasting the planning area demand for elective

(O
B
ar

P
0]
).__l
0]
q
d
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and non-elective PCIls—te—be—performed—eon—=Fth

pranning—ares.
(a) Take the planning area's elective use rate calculated

in Step 1 (b) and multiply by the planning area's corresponding

£ L4 B szenyc
[ S N S T _Y L0 A

£
-

s

forecast year population of residents e

ageper 1,000. This represents projected planning area resident

demand for elective PCIs.

(b) Take the number of non-elective PCIs performed by

planning area hospitals in the Base Year. This represents

projected planning area demand for non-elective 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 for

non—-elective and elective PCIs.
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Calculate the product of the number of existing CN

(d)

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.




(e) Select the greater of the results of (c) and (d). This

is the planning area’s current capacity which is assumed to

remain constant over the forecast period.

Step 4. Calculate the net need for additional adudt

elective PCI procedures by subtracting the calculated capacity

in Step 3 from the forecasted demand in Step 2. If the net need

for procedures is less than two hundred, +the—department—wiltl not

Spere a—raewthere is no numeric need for an additional PCI

program.

Step 5. If Step 4 is greater than two hundred, calculate

the need for additional programs.

(a) Divide the number of projected procedures from Step 4

by two hundred.

(b) Round the results down to identify the number of needed

programs. (For example: 375/200 = 1.875 or 1 program.)
[Statutory Authority: RCW 70.38.135 and 70.38.115. WSR 18-07-
102, § 246-310-745, filed 3/20/18, effective 4/20/18. Statutory
Authority: RCW 70.38.128. WSR 09-01-113, § 246-310-745, 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 hospitalfaeitity's location
provides the most improvement in geographic access. Geographic
access means the facility that is located the farthest in statue
miles from an existing facility authorized to provide PCI

procedures.

[Statutory Authority: RCW 70.38.128. WSR 09-01-113, § 246-310-

750, filed 12/19/08, effective 12/19/08.]
WAC 246-310-755 Ongoing compliance with PCI standards. 1If

the department issues a certificate of need (CON) for adult

elective PCI, it will be conditioned to require ongoing

compliance with the CON standards. Hospitals granted a CN must

meet the program procedure volume standards within three (3)

yvears from the date of initiating the program. Failure to meet

the standards may—shall be grounds for revocation or suspension
of a hospital's CON, or other appropriate licensing or

certification actions.
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WSR 09-01-113, § 246-310-

RCwW 70.38.128.

[Statutory Authority

effective 12/19/08.]

filed 12/19/08,

755,

New WAC Section - Applying with no numeric need

The Department may grant a certificate of need for a new

elective percutaneous coronary intervention program in a
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planning area where

not identify numeric need.

The applicant must include empirical data that supports their

This information must be publicly

non-numeric need application.




available and replicable and must demonstrate it meets atd—of

the following criteria:

1. All applicable review criteria and standards except for

numeric need have been met; and

2. The applicant commits to serving Medicare and Medicaid

patients; and

3. Approval under non-numeric need will not cause existing CN-

approved provider(s) in the same planning areas to fall

below minimum volume standards as required under WAC 246-

310-720; =nd
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a—bemenstration—thatan—appticantls request would

substantially improve access to communities with

documented barriers to access and/or higher disease

burdens which result in poorer cardiovascular health

outcomes. These communities include low-income and

uninsured/underinsured populations, as well as

demographics with higher rates of identifiable risk

factors for cardiovascular disease. These measures

would be compared to Statewide or National averages as

appropriate.—and
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New WAC Section — PCI Data submittal requirements

All certificate of need approved PCI programs must submit PCI

statistics, adhering to COAP PCI data submittal timelines, but

at a minimum annually on a calendar year basis by February—+

April 30. PCI data shall include with each PCI the date of

procedure, provider name, patient age, patient zip code and PCI

elective status. Failure to meet the data submittal

requirements may be grounds for revocation or suspension of a

health care facility’s certificate of need, or other appropriate

licensing or certification actions.




