HOTICE CF ADCPTIOMN OF A LEGISLATIVE RULE AUTHCRIZED BY

THE LEGISLATURE

The Health Care Cost Review Authority's legislative rule .
Interim Standards For Lithotripsy Services 1s being adopted
by this agency and final fiied with the Secretary of State.
This rule 1s authorized by the Legislature In Senate BIIl 43
passed March g8, 1986,
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ANALYSIS OF PROPOSED LEGISLATIVE RULE

Agency: West Virginia Health Care Cost Review Authority
lations relzting to interim

Subject: Proposed rules and u
h PSY services

standards for lithotrid

PERTINENT DATES

Filed for public comment: June 5, 1985

Public comment pericd ended: July 12, 1985 : :
Filed following oDublic comment period: November 25, 18835
Filed LRM=C: November 25, 19853

Tiled as Emergency: . T o

FN: $0

ABSTRACT
This rule is new.

Section 1 is a gsneral section providing the rule's
scope, authority, filing date and effective date. The rule
establ‘sﬁes interim standards EO?'uSe by the State Health
Planni ng and Development Acency in ruling upon applications
oroposing lithotripsy services., The State Health Plan is
silent on this issue, thus reguiring interim standards until
the State Heal:ih plan can be amended,

Sscticn 2 ountlines the need for interim standards
and states that the standards should be used in addressing
the folliowing lssues: (a} guidance in the orderly devaelopment
of lithotripsy ssrvices (b)) the identification ¢f data neeads
and {c) the review of Certificate of Need proposals for
lithetripsy services. The standards So nct affeci: oither
state licensure reagulations, federal certification standards
or accredition standards.

Section 3 defines extracorporeal shock-wave lithotripsy.

Section 4 relates to accessibility of services., Crcanizations
seeking to orovide lithotripsy services must document: the
criteriz which will be used to determine who is eligible Zor
the service:; nondiscriminating patiant selection policies; a
gschneduling pricority system; and reascnatle rates. Services
must bs accassible to the naﬁdﬂcabpec and priocrity considera-
“ion will be cgiven to applicants which will make the services
accessible to the greatest number of. people.

Section 5 states consideration shall Ze given to




the access of lithotriosy services to medical school research
and *eaching hospi ta7s with approved residency programs in
urclogy. o C

For ‘nitiaT CON decisions, this section divides the
Stata into two regions and provides that only one application
will be approved in each service area unless a more cost
effective, technologically and clinically superior alternative
is available for clinical use.

Saction & reguires that lithotripsy units must either
have pre-market approval by the FDA Zor clinical use or an
Investigational Devigce Exempition from the FDA. A full time
bhoard- ce::iflec drOWngsu with at least eighty hours of training
in lithotripsy services must be responsible for managing the

coeration of the lithotripsy unit.

Section 7 reaguires that organizations provosing to
provide ll_no-?':sy services document their ability to finance
and operate the ecu*pmen anc document that lithotripsy is the.
most cost-effective. form of stone managemenc.

Section 8 mandates that staff in specified medical
specilalitiss be avavWaDWe to Z5 organizatlion Droposing to
provide lithotripsy services.

Section § relates to acceptability of services and
.cu**esf;bauftne facilities ;n w%icﬁ _services are to be.
offered Ere in accoraance.dlu" he manufacturers safety
standards and agpplicable faderal and state standards.

Secticn 10 specifies that this rule will automatically
terminate upon the approval of the Gevernor of an amendment to
the State Heazalth Plan cowcernlng lithotripsy services.

AUTEQORITY

Statutory authority: W. Va. Code, §16-~-2D-3{a) (1) wnich
provides as follows:

(a) The state agency is hereby empowered to
promulgate additional rules and regulations:

(1) To carry out the provisions of this articlie;
ENE ...

ANALYSIS

I. HAS THE ACENCY EXCEEDED THE SCOPE QOF TITS STATUTCRY
AUTHORITY IN APPROVING THE PROPOSED LEGISLATIVE RULE?
Mo, assuming that the West Virginiaz Healih Care Cost




Review Autheorify is the agency "selected kv the Governor and
deswgnabed -as. the state health planning and development agency
in an agresment antersd inte pursuant to section 1521 of the
Public Health Services Act, as amended, Title 42 United States
Code Section 300m" to serve as The state agency for the purposas
of certificate 0f need law. (W. Va. Code, §L5-2D-hh}.

IL. IS TEEXE PROPOSED LECGISLATIVE RULZ IN CONTORMITY
NITH THE INTENT OF THE STATUTE WHICE THE RULE IS INTENDED TO
MPL=ZMENT, EXTEND, APPLY, INTERPRET OR MAKS SZECITIC?

Yes. It is clearly the intent of the Legislaturs tha=
=

a certL:¢caue of need musi ne obuaineg Zrom the Authority forx
2 proposed. 'new institutional health service." Under W. Va.
Code, §l6=-2D=-3 (1) '"new institutional nea_bh gervice. is defined
toinclude "The acguisition of major medical eguipment which
will be owned by or located in a health care facility." A
lltno;“lpsv machine 13 3 pisce ¢©f major medical eguipment,

therefore, rules and regulazlo-s are necessary Lo set up
standards for the issuance of certificates of need to health
care facilitiles proposing to operate such ecuipment.

III. DQEZS THE PROPCSED LEGISLATIVE RULE CONSLICT

WITE OTEER CODE PROVISIONS OR WITH ANY OTHER RLULE ADOPTED BY
THZ SAME OR A DIFTERENT AGENGY?

No.

PUSED LEGISLATIVE RULE NICESSARY TO
CTIVES OF THE STATUTE UNDER WHICH
D"LCATFD°

Iv. IS THE
FULLY ACCOMPLISH TI
THEZ PROPOSZED RUI

Yes,

V. IS THZE PROPOSED LEGISLAT LV*:R'L: RSZASONABLE,
ESPECIALLY AS IT ATFECTS THE CONVENIENCE OF THE GENERAL PUSLIC
CR_OF PERSONS AFIECTED BY IT?

Yes, for the most "part. Whather cr not Szction 5.3
©L the rule is reasonable as 1t affects the geﬁe“ar pukblic or
health care facilities progposing to provide lithotripsy services-
is a wery subjective dacision.,” The Authoriity has made a policy
decision in this section to divide the State into Lwo service
areas and to only initially allow the approval of one CON
applicaticn in each service “eglo.. Several comments were
raceivad by thm Ruthority on this provision, relating to the
way the service areas are-designated, in that they 3o neot take
into account provision of service to cut-cof-state arezs, and
relating”ié'uhe limitation on the number oI CON's which will
be issued initially, iz that less expensive models of the .
litheotripsy machine will sccn ze on ths markat.




VI.. CAN TEE PROPOSED LEGISLATIVE RULE BE MADE LESS
CCMPLEX OR MORE READILY UNDERSTANDARBLE BY TEZ GENZRAL PUBLIC?

Basically, no. There are just a few minor language
clarifications which may be necessary.

VII. WAS TEE PROPOSED LEGISLATIVE RULE PROMULGA ED
IN CCMPLIANCE WITE TEE REQUIREMENTS OF CHAPTER 202, ARTICLE 3
AND WITE ANY REQUIRZMENTS IMDOSED BY ANY OTEEZR DROVISION

OF TEE CODE? . o .

The proposed legislative rule was promulgated in
complianceg with Chapter 2%3, Article 3 of the W. Va. Code,
Howaver, .from the information available, it is no:z possible
tc determine if the. agency complied with the reguiremenis cof
W. Va. Coda, §15-2D-8 (D), WPlCh reguires notice be given to
cartein parties and in specified manner, and which reads as
follows:

() All rules and regulations shall ke
promilgated pursuant to chapiter twenty-nine-3a
cf this Code and 2= described herein. In
addition, before adopting proposed rules and
regulaticns the state agency shall give interested
Dersons aAn opportuniiy ko cffer written comments
on the rules and regulations, or any revisions
thereof, which it proposes ¢ adopt, as fcocllows:

(1 The state agency shall distribute copies
cf ilts prdposed review rules and regu TatWOns,
and propcsed revisions therecf, 4o statewide health
agencies and organizations, the statewide health
cocerdinating council, and each health systems
zgency £for a health service arsa located in whole
Oor 1n part within the State and anv agency which
establishes rates Zor healiih care facilities in
the State;

w ~

{2Z) The state agency snall publish, in a2t least
one newsparper in each planning and de“elopment
reglion in this State, a notice staiting that ruilies
and regulations for review of certificate of need
applications or any revisions thereof, have been
proposed far acop:101 ané are avalilable at specified
adcdressed for inspection andéd copying by interssted
persons. In addltlon; notice may be given through
other zmublic information channels; and

(3} The state agency shall distribuie copiles.
of its adopted. review rules znd regulations, and’
any revisicns thereof, te the agencies and organiza-
tlons specified in this secticn and £o the sscretary

LB




of health and human services, and shzll provide-
such <¢oples to other persons upon reguest.

For example, there is neo indication that the agency
compiiad with the newspaper publication reguirement or that a
copy of the rule was distributed to the SBecretary of Health
and Human Services. : -




Bill 15 - S B
H. B, .1760
(By Delegate Casey )
{Introduced February 5, 1986 : referred to the

tion that it later be referred to the Committee

on the Judiciary.]

i it 2. a o ettt i ) o I e,

Committes on_ _Government Organization with the direcs

A BILL to amend and reenact section sixteen(two-d)(eight)
article two, chapter sixty-four of the code of West Virginia,
one thousand nine hundred thirty-one, as amended, relating tc
authorizing the West Virginia health care cost review
authority to promulgate ' rules relating to interim standards
for lithotripsy services.

Be it enacted by the Legislature of West Virginia:

That section sixteen(two-d)(eight), article two, chapter
sixty-four of the code of West Virginia, one thousand nine
hundred thirty-cne, as amended, be amended and reenacted, to read
as follows:

ARTICLE 2. EXECUTIVE AGENCY AUTHORIZATION TC PRCMULGATE

LEGISLATIVE RULES.

§64-2-16(2d4)(8). State board of healith; West Virginia health

care cost review autheority.
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(a The rules authorized by the leglslature in subsgection

ta), section sixteen (24)(5} of this article were alsc proposed

by the state board of health pursuant to section eight, article
two-d, chapter sixteen of this code.

{(b) The legisiative rules filed in the state register on the

twenty-fifth day of November, one thousand nine hundred eighty-

five, modified by the West Virginia health care cost review

authority to meet the objections of the legislative rule-making

review committee and refiled in the state register on the twenty-

eighth day of January, one thousand nine hundred eighty-six,

relating to the West Virginia health gcare ceost review authority

{interim standards for lithotripsy services) are authorized.

NOTE: The purpecse of this bill is teo authorize the West
Virginia health «care cost review autherity to preomulgate
legislative rules relating to interim standards for lithotripsy
services,

This section is new; therefore, strike~throughs and_ .

underscoring have been omitted.
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Bill 15 SENATE BILL NO._243
i - (BySenmor__Bi;Williams

—

[introduced _ February 3, 19 86

o - —r

referred to the Committee SN Health and Human Resources;

S

then to the Committee on the Judiciary

A BILL to amend and reenact section sixteen(two-d){eight)
article two, chapter sixty-four of the code of West Virginia,

_ one thousand nine hundred thirty-one, as amended, relating te
authorizing the West Virginia health care cost review
authority to promulgate rules relatinglfb interim standards

for lithotripsy services.

Be it enacted by the Legislature of West Virginia:
That section sixteen(two-d)(eight); 'érticié' Ewo; chapter
sixty-four of the code of West Virginia, one thousand nine

hundred thirty-cne, as amended, be amended and reenacted, to read

.,as follows:

ARTICLE 2. EXECUTIVE AGENCY AUTHORIZATION TO PROMULGATE
LEGISLATIVE RULES.

§64-2-16{2d)(8}. State Dboard ocf health; West Virginia health

care cost review authority.
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(a)  The rules authorized by the legislature in subsection

fa), section sixteen (24)(%) of this article were alsoc proposed

by the state board of health pursuant to section eight, article
two-d, chapter sixteen of this code.

(b) The legislative rules filed in the state register on the

twenty-fifth day of November, one thousand nine hundred eighty-

five, modified by the West Virginia health car _cost review

authority tc meet the obiecticons ©of the legislative rule-making

review committee and refiled in the state register on the twenty-

eighth day of January, one thousand nine hundred eighty-six,

relating to the West Virginia hgg%th care cost review authoriiy

{interim standards for lithotripsy services) are authorized.

NOTE: The purpose of this bkill is to authorize the West
Virginia health <care cost review authority to promulgate
legislative rules relating to interim standards for lithotripsy
services. ) T - -

This section is new; therefore, Vstrike—ﬁhrougﬁg”"and
underscoring have been omitted. '
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TO:
FROM: RIGH O, HARTMAN, DIRECTOR

Interim Standasrds for Lithotripsy Services
RE: LEGISLATIVE RULE

THE 1985 LEGISLATURE

ADOPT THE ABOVE LEGISLATIVE RULE.
§4~2—l6(2d](8](b}

SECTION

i3]
-3
—

PASSED 0

PASSAGE. YOQU EHAVE

RULE WITH THIS OFFICE./NO RULE WILL BE ACCEZTE

YOU MAY ESTABLISH
THEZ SAME DATE YOU
FILE. REMEMBER 7O

PROPER FORMAT.

PLEASE

60 DAYS FROM

ANY EFFECTIVE
FINAL FILE 70
RE-TYPE YOUR

CALL

IF Y

TEIE

.. March
N

THAT DAT
DATE FO
S0 DAYS

RULE 1IN

CU HAVE

HAS AUTHORIZED YOUR AGENCY TO FINAL FILE AND

AUTHORIZATION 15 1y °-B-43¢
° , 1985, EFFECTIVE FROM
B TO FINAL FILE THE ABOVE
D AFTER THAT DATE.
R YOUR RULE RANGING FROM
FROM THE DATE YOU FINAL

ITS ENTIRETY FOLLOWING

ANY QUESTIONS.

THE




