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ENGROSSED SECOND SUBSTI TUTE HOUSE BI LL 2575

AS AMENDED BY THE SENATE
Passed Legislature - 2006 Regul ar Session
State of WAshi ngt on 59th Legislature 2006 Regul ar Sessi on

By House Commttee on Appropriations (originally sponsored by
Representatives Cody, Morrell and Meller; by request of Governor
Gregoire)

READ FI RST TI ME 02/ 07/ 06.

AN ACT Relating to establishing a state health technology
assessnment progranm anending RCW 41.05.013; adding new sections to
chapter 70.14 RCW and creating new sections.

BE | T ENACTED BY THE LEG SLATURE OF THE STATE OF WASHI NGTON:

NEW SECTION. Sec. 1. A new section is added to chapter 70.14 RCW
to read as foll ows:

DEFI NI TI1 ONS. The definitions in this section apply throughout
sections 2 through 7 of this act unless the context clearly requires
ot herw se.

(1) "Adm nistrator” nmeans the adm ni strator of the Washington state
health care authority under chapter 41.05 RCW

(2) "Advisory group” neans a group established under section
4(2)(c) of this act.

(3) "Commttee" neans the health technology clinical commttee
establ i shed under section 2 of this act.

(4) "Coverage determnation” neans a determnation of the
ci rcunstances, if any, under which a health technology will be included
as a covered benefit in a state purchased health care program

p. 1 E2SHB 2575. SL



© 00 N O Ol WDN P

e
N R O

13
14
15
16
17
18
19
20
21
22
23
24
25
26
27
28
29
30
31
32
33
34
35
36
37

(5 "Health technol ogy" neans nedical and surgical devices and
pr ocedur es, medi cal equi pnent and diagnostic tests. Heal t h
technol ogies does not include prescription drugs governed by RCW
70. 14. 050.

(6) "Participating agency" neans the departnent of social and
health services, the state health care authority, and the departnent of
| abor and industries.

(7) "Reinbursenent determ nation" neans a determi nation to provide
or deny reinbursenent for a health technology included as a covered
benefit in a specific circunstance for an individual patient who is
eligible to receive health care services from the state purchased
health care program maki ng the determ nation

NEW SECTION. Sec. 2. A new section is added to chapter 70.14 RCW
to read as foll ows:

HEALTH TECHNOLOGY COWMM TTEE ESTABLI SHED. (1) A health technol ogy
clinical commttee is established, to include the follow ng eleven
menbers appointed by the adm nistrator in consultation wth
participating state agencies:

(a) Six practicing physicians |icensed under chapter 18.57 or 18.71
RCW and

(b) Five other practicing licensed health professionals who use
heal th technology in their scope of practice.

At least two nenbers of the commttee nust have professional
experience treating wonen, children, elderly persons, and people with
di verse ethnic and racial backgrounds.

(2) Menbers of the commttee:

(a) Shall not contract with or be enployed by a health technol ogy
manufacturer or a participating agency during their term or for
ei ghteen nonths before their appointnent. As a condition of
appoi ntnent, each person shall agree to the terns and conditions
i nposed by the adm nistrator regarding conflicts of interest;

(b) Are immune fromcivil liability for any official acts perforned
in good faith as nenbers of the commttee; and

(c) Shall be conpensated for participation in the work of the
commttee in accordance with a personal services contract to be
executed after appointnent and before commencenent of activities
related to the work of the commttee.

E2SHB 2575. SL p. 2



©O© 00 N O Ol WDN P

[
o

11
12
13
14
15
16
17
18
19
20
21
22
23
24
25
26
27
28
29
30
31
32
33
34
35
36

(3) Meetings of the conmmttee and any advisory group are subject to
chapter 42.30 RCW the open public neetings act, including RCW
42.30.110(1) (1), which authorizes an executive session during a regular
or special nmeeting to consider proprietary or confidential nonpublished
i nformati on.

(4) Neither the commttee nor any advisory group is an agency for
pur poses of chapter 34.05 RCW

(5) The health care authority shall provide adm nistrative support
to the commttee and any advisory group, and may adopt rul es governi ng
t heir operation.

NEW SECTION. Sec. 3. A new section is added to chapter 70.14 RCW
to read as foll ows:

TECHNOLOGY SELECTI ON AND ASSESSIVENT. (1) The admnistrator, in
consultation with participating agencies and the conmmttee, shal
select the health technologies to be reviewed by the conmttee under

section 4 of this act. Up to six may be selected for review in the
first year after the effective date of this act, and up to eight nmay be
selected in the second year after the effective date of this act. In

maki ng the selection, priority shall be given to any technology for
whi ch:

(a) There are concerns about its safety, efficacy, or cost-
effectiveness, especially relative to existing alternatives, or
significant variations in its use;

(b) Actual or expected state expenditures are high, due to denmand
for the technology, its cost, or both; and

(c) There is adequate evidence available to conduct the conplete
revi ew.

(2) A health technology for which the commttee has nmade a
determ nation under section 4 of this act shall be considered for
rereview at |east once every eighteen nonths, beginning the date the
determ nation is nmade. The admnistrator, in consultation wth
participating agencies and the coomittee, shall select the technol ogy
for rereview if he or she decides that evidence has since becone
avai l abl e that could change a previous determ nation. Upon rereview,
consideration shall be given only to evidence nmade avail abl e since the
previ ous determ nati on.

p. 3 E2SHB 2575. SL
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(3) Pursuant to a petition submtted by an interested party, the
heal th technology clinical commttee may sel ect health technol ogies for
review that have not otherw se been sel ected by the adm ni strator under
subsection (1) or (2) of this section.

(4) Upon the selection of a health technology for review, the
adm ni strator shall contract for a systematic evi dence-based assessnent
of the technology's safety, efficacy, and cost-effectiveness. The
contract shall:

(a) Be with an evi dence-based practice center designated as such by
the federal agency for health care research and quality, or other
appropriate entity;

(b) Require the assessnent be initiated no sooner than thirty days
after notice of the selection of the health technology for review is
posted on the internet under section 7 of this act;

(c) Require, in addition to other information considered as part of
the assessnent, consideration of: (i) Safety, health outcone, and cost
data submtted by a participating agency; and (ii) evidence submtted
by any interested party; and

(d) Require the assessnent to: (i) Gve the greatest weight to the
evi dence determ ned, based on objective indicators, to be the nost
valid and reliable, considering the nature and source of the evidence,
the enpirical characteristic of the studies or trials upon which the
evidence is based, and the consistency of the outcone with conparable
studies; and (ii) take into account any unique inpacts of the
t echnol ogy on specific popul ati ons based upon factors such as sex, age,
ethnicity, race, or disability.

NEW SECTION. Sec. 4. A new section is added to chapter 70.14 RCW
to read as foll ows:

HEALTH TECHNOLOGY COVM TTEE DETERM NATI ONS. (1) The committee
shall determ ne, for each health technol ogy sel ected for review under
section 3 of this act: (a) The conditions, if any, under which the
health technology will be included as a covered benefit in health care
prograns of participating agencies; and (b) if covered, the criteria
whi ch the participating agency adm nistering the program nust use to
deci de whether the technology is nedically necessary, or proper and
necessary treatnment.

E2SHB 2575. SL p. 4
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(2) In making a determ nation under subsection (1) of this section,
the commttee:

(a) Shall consider, in an open and transparent process, evidence
regarding the safety, efficacy, and cost-effectiveness of the
technology as set forth in the systematic assessnent conducted under
section 3(4) of this act;

(b) Shall provide an opportunity for public comment; and

(c) May establish ad hoc tenporary advisory groups if specialized
expertise is needed to review a particular health technol ogy or group
of health technologies, or to seek input fromenrollees or clients of

state purchased health care prograns. Advi sory group nenbers are
immune from civil liability for any official act performed in good
faith as a nmenber of the group. As a condition of appointnent, each
person shall agree to the terns and conditions inposed by the

adm ni strator regarding conflicts of interest.

(3) Determnations of the commttee under subsection (1) of this
section shall be consistent with decisions made under the federal
nmedi care program and in expert treatnment guidelines, including those
from specialty physician organizations and patient advocacy
organi zations, unless the coomittee concl udes, based on its review of
the systematic assessnent, that substantial evidence regarding the
safety, efficacy, and cost-effectiveness of the technol ogy supports a
contrary determ nation

NEW SECTION. Sec. 5. A new section is added to chapter 70.14 RCW
to read as foll ows:

COVPLI ANCE BY STATE AGENCI ES. (1) A participating agency shall
conply with a determnation of the commttee under section 4 of this
act unl ess:

(a) The determ nation conflicts with an applicable federal statute
or regulation, or applicable state statute; or

(b) Reinmbursenment is provided under an agency policy regarding
experinmental or investigational treatment, services under a clinica
i nvestigation approved by an institutional review board, or health
t echnol ogi es that have a humanitarian device exenption fromthe federal
food and drug adm ni strati on.

(2) For a health technol ogy not selected for review under section
3 of this act, a participating agency nmay use its existing statutory

p. 5 E2SHB 2575. SL
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and admnistrative authority to mnake coverage and reinbursenent
determ nati ons. Such determ nations shall be shared anong agenci es,
with a goal of maxim zing each agency's understanding of the basis for
the other's decisions and providing opportunities for agency
col | abor ati on.

(3) A health technol ogy not included as a covered benefit under a
state purchased health care program pursuant to a determ nation of the
health technology clinical conmttee under section 4 of this act, or
for which a condition of coverage established by the commttee is not
met, shall not be subject to a determnation in the case of an
i ndi vidual patient as to whether it is nedically necessary, or proper
and necessary treatnent.

(4) Nothing in this act dimnishes an individual's right under
existing law to appeal an action or decision of a participating agency
regarding a state purchased health care program Appeal s shall be
governed by state and federal |aw applicable to participating agency
deci si ons.

*NEW SECTION. Sec. 6. A new section is added to chapter 70.14 RCW
to read as foll ows:

APPEAL PROCESS. The adm nistrator shall establish an open,
i ndependent, transparent, and tinely process to enable patients,
provi ders, and other stakehol ders to appeal the determ nations of the
heal th technol ogy clinical conmttee nmade under section 4 of this act.

*Sec. 6 was vetoed. See nmessage at end of chapter.

NEW SECTION. Sec. 7. A new section is added to chapter 70.14 RCW
to read as foll ows:

PUBLI C NOTICE. (1) The admi nistrator shall develop a centralized,
i nt ernet - based comuni cation tool that provides, at a m ni num

(a) Notification when a health technology is selected for review
under section 3 of this act, indicating when the review wll be
initiated and how an interested party may submt evidence, or provide
public comrent, for consideration during the review,

(b) Notification of any determ nation made by the comm ttee under
section 4(1) of this act, its effective date, and an expl anati on of the
basis for the determ nation; and

(c) Access to the systematic assessnent conpleted under section

E2SHB 2575. SL p. 6
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3(4) of this act, and reports conpleted under subsection (2) of this
section.

(2) Participating agencies shall devel op nethods to report on the
i npl ementation of this section and sections 1 through 6 of this act
wth respect to health care outcones, frequency of exceptions, cost
out cones, and other matters deened appropriate by the adm nistrator.

Sec. 8. RCW41.05.013 and 2005 ¢ 462 s 3 are each anended to read
as follows:

(1) The authority shall coordinate state agency efforts to devel op
and inplenment wuniform policies across state purchased health care
prograns that wll ensure prudent, cost-effective health services
pur chasi ng, maxim ze efficiencies in admnistration of state purchased
health care prograns, inprove the quality of care provided through
state purchased health care prograns, and reduce adm nistrative burdens
on health care providers participating in state purchased health care
pr ogr ans. The policies adopted should be based, to the extent
possi bl e, upon the best available scientific and nedi cal evidence and
shal | endeavor to address:

(a) Methods of formal assessnent, such as a health technol ogy
assessnment under sections 1 through 7 of this act. Consideration of
the best available scientific evidence does not preclude consideration
of experinmental or investigational treatnent or services under a
clinical investigation approved by an institutional review board,

(b) Mnitoring of health outcones, adverse events, quality, and
cost-effectiveness of health services;

(c) Devel opment of a common definition of nmedical necessity; and

(d) Exploration of conmmon strategies for disease nmanagenent and
demand managenent prograns, including asthma, diabetes, heart disease,
and simlar common chronic diseases. Strategies to be explored include
i ndi vi dual asthma managenent plans. On January 1, 2007, and January 1,
2009, the authority shall issue a status report to the legislature
summarizing any results it attains in exploring and coordinating
strategies for asthma, diabetes, heart disease, and other chronic
di seases.

(2) The adm ni strator may invite heal t h care provi der
organi zations, carriers, other health care purchasers, and consuners to
participate in efforts undertaken under this section.

p. 7 E2SHB 2575. SL
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(3) For the purposes of this section "best available scientific and
medi cal evidence" neans the best available clinical evidence derived
fromsystematic research

NEW SECTION. Sec. 9. A new section is added to chapter 70.14 RCW
to read as foll ows:

Sections 1 through 7 of this act and RCW41.05.013 do not apply to
state purchased health care services that are purchased from or through
health carriers as defined in RCW48. 43. 005.

NEW SECTION. Sec. 10. Captions used in this act are not any part
of the | aw.

NEW SECTION. Sec. 11. If any part of this act is found to be in
conflict wwth federal requirenents that are a prescribed condition to
the allocation of federal funds to the state, the conflicting part of
this act is inoperative solely to the extent of the conflict and with
respect to the agencies directly affected, and this finding does not
affect the operation of the remainder of this act inits application to
t he agencies concerned. Rules adopted under this act nust neet federa
requirenents that are a necessary condition to the receipt of federa
funds by the state.

Passed by the House March 6, 2006.

Passed by the Senate March 3, 2006.

Approved by the Governor March 29, 2006, with the exception of
certain itens that were vetoed.

Filed in Ofice of Secretary of State March 29, 2006.

Note: Governor's explanation of partial veto is as follows:

"I am returning, wthout ny approval as to Section 6, Engrossed
Second Substitute House Bill No. 2575 entitl ed:

"AN ACT Relating to establishing a state health technol ogy
assessnent program”

| strongly support ESSHB No. 2575 and particularly its inclusion
of language that protects an individual's right to appeal. Section 5
(4) of the bill states that "nothing in this act dimnishes an
i ndividual's right under existing |law to appeal an action or decision
of a participating agency regarding a state purchased health care
program  Appeals shall be governed by state and federal |aw
applicable to participating agency decisions.” This is an inportant
provi sion and one that | support whol e-heartedly.

| am however, vetoing Section 6 of this bill, which establishes
an additional appeals process for patients, providers, and other
st akehol ders who disagree with the coverage determ nations of the
Health Technology dinical Commttee. The health care provider
expertise on the clinical conmttee and the use of an evidence-based
practice center should lend sufficient confidence in the quality of

E2SHB 2575. SL p. 8



deci sions made. Wwere issues may arise, | believe the individual
appeal process highlighted above is sufficient to address them
w thout creating a duplicative and nore costly process.

In the inplenmentation of this bill, | expect the Health Care
Authority, wth the cooperation of participating agencies, to
facilitate a tinely and transparent process, to prioritize and manage
the review of technologies wthin appropriated funds, and to
meani ngful ly consi der stakehol der feedback regarding the program and
appeal s processes. | further expect that the inplenentation of the
Heal th Technol ogy Assessnment Program will be consistent with sound
met hods of assessnent and the principles of evidence-based nedicine.

| appreciate the Legislature's passage of this bill and have full
confidence that it wll help ensure that Washingtonians receive
health care services that are safe and effective.

For these reasons, | have vetoed Section 6 of ESSHB No. 2575.
Wth the exception of Section 6, ESSHB No. 2575 is approved."”

p. 9 E2SHB 2575. SL
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