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AMENDATORY SECTION (Amending WSR 06-23-083, filed 11/13/06, effective
12/14706)

WAC 182-55-005 Authority and purpose. Under RCW 70.14.080
through 70.14.140, the ((administrater)) director of the Washington
state health care authority is required to ((establish—and)) provide
administrative support for, and is authorized to adopt rules to gov-
ern((s)) the health technoloqv clinical committee and a health tech-

nology assessment program ((that—uses—evidence—to—make—coverage—deter—
mRatrons—for—partireipating—state —agencetes—that—purchased—health

€are)) within the health care authority. The health technology assess-
ment program will:

(1)

2))) Contract((s)) with an evidence-based technology assessment
center to produce health technology assessments;

)) (@) Administratively support the independ-

ent health technology clinical committee; and

((4)) (3) Maintain((s)) a centralized, internet-based communi-
cation tool.

AMENDATORY SECTION (Amending WSR 06-23-083, filed 11/13/06, effective
12/14706)

WAC 182-55-010 Definitions. When used iIn this chapter:

(1) ((GAdmrnrstrator'—means—the —admristrator—of —the Vashingten

statehealth—ecare—avthortbty—under—chapter—41-05 RCi,—as—set—Forth—1n
RCH—70-14-0805—as—a»ended-

)) "Advisory group” as defined in RCW 70.14.080 means a group
established under RCW 70.14.110 (2)(c).

(2) "Centralized, internet-based communication tool"™ means the
health care authority®s health technology assessment program internet
web pages established pursuant to RCW 70.14.130(1).

(3) "Committee™ as defined in RCW 70.14.080 means the health
technology clinical committee (HTCC) established under RCW 70.14.090.

(4) "Coverage determination” as defined in RCW 70.14.080 means a
determination of the circumstances, if any, under which a health tech-
nology will be included as a covered benefit in a state- —purchased
health care program((s-—as—set—forth—inRCW70-14-080,—as—amended)).

(5) "Director™ means the director of the Washington state health
care authority under chapter 41.05 RCW.

(6) "Health technology” as defined in RCW 70.14.080 means medical
and surgical devices and procedures, medical equipment, and diagnostic
tests. Health technologies do not include prescription drugs governed
by RCW 70.14.050.

((€6))) (7)) "Participating agency" as defined in RCW 70.14.080

means the department of social and health services, the state health
care authority, and the department of labor and industries((-—as—set
Forth—n—RCH-70-14-080,—as—avended-
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(8) "Health technology assessment'™ means a report produced by a
contracted evidence-based technology assessment center as provided for
in RCW 70.14.100(4) that is based on a systematic review of evidence
of a technology®s safety, efficacy, and cost-effectiveness.

AMENDATORY SECTION (Amending WSR 06-23-083, filed 11/13/06, effective
12/14706)

WAC 182-55-015 Committee purpose. The purpose of the committee
is to make coverage determinations for the participating agencies

((based—en:—A-health—technologyassessment—thatreviews—the-scientific
ev+deneeTef—the—#e4at+ve—safetyT—eff+eaeyT—and—eeste—+nfeFmat+en—frem

pertise)).

AMENDATORY SECTION (Amending WSR 06-23-083, filed 11/13/06, effective
12/14706)

WAC 182-55-020 Committee selection. (1) The ((administrater))
director, 1in consultation with the participating state agencies,
((shall—make—appe+ntments—te)) appoints vacant committee positions((s

s)) Ffrom a pool of interested ap-
plicants. Interested persons ((W+ll—be)) are provided an opportunity
to submit applications to the ((administrater)) director for consider-
ation.

(2) When appointing committee members, the ((administrater—wiH))
director considers, in addition to the membership requirements iImposed
by RCW 70.14.090 ((ané—any))l other relevant information((s)) includ-
ing the following ((faeters)): Practitioner specialty or type and use
of health technologies, especially in relation to current committee
member specialty or types; practice location and community knowledge;
length of practice experience; knowledge of and experience with evi-
dence-based medicine, including formal additional training in Tfields
relevant to evidence-based medicine; medical quality assurance experi-
ence; and health technology assessment review experience.

AMENDATORY SECTION (Amending WSR 06-23-083, filed 11/13/06, effective
12/14706)

WAC 182-55-025 Committee member requirements and committee mem-
ber terms. (1) As a continuing condition of appointment, committee
members:

(a) ((Shalt)) Must not have a substantial financial conflict of
interest, such as an interest in a health technology company, includ-
ing the holding of stock options, or the receipt of honoraria, or con-
sultant moneys;
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(b) Must complete a conflict of interest disclosure form, update
the form annually, and keep disclosure statements current;

(c) Must abide by confidentiality requirements and keep all per-
sonal medical information and proprietary information confidential;
and

(d) ((ShalH)) Must not utilize information gained as a result of
committee membership outside of committee responsibilities, unless
such information is publicly available. The ((administrater)) direc-
tor, in his/her sole discretion, may disqualify committee members if
((he/she)) the director determines that the committee member has vio-

lated a condition of appointment.

-)) Committee members
serve staggered three-year terms. ((6f—the—initial-members;)) In order
to provide for staggered terms, ((seme)) committee members may be ap-
pointed initially for less than three years. ITf ((ar)) a committee
member®s initial appointment is for less than twenty-four months, that
period of time ((shall)) is not ((be)) counted toward the limitation
of years of app0|ntment((——#aeane+es—en—the—eemm+ttee—w+ll—be—f+lled

and—eemmittee—membeF—agFeements)) descrlbed in subsection (3) of this
section.

(3) A committee member may be appointed for a total of nine years
of service on the committee, but an initial appointment that is less
than twenty-four months will not be included in the nine-year limita-
tion. One vyear after the end of nine consecutive years of service, a
former committee member is eligible for appointment to one additional
three-year term.

(4) A committee member may serve until a successor is appointed
to his or her position notwithstanding the limits on service in_ sub-
section (3) of this section.

(5) Mid-term vacancies on_ the committee are filled for the re-
mainder of the unexpired three-year term.

NEW SECTION

WAC 182-55-026 Committee governance. (1) The committee may es-
tablish bylaws, within the applicable statutory and regulatory re-
quirements, to govern the orderly resolution of the committee®s purpo-
ses. Committee bylaws shall be published on the centralized, internet-
based communication tool.

(2) The director appoints a committee chair.

(3) The committee chair:

(a) Selects a vice-chair from among the committee membership;

(b) Presents bylaws, or amendments to the bylaws, to the commit-
tee for review and ratification; and

(c) Operates the committee according to the bylaws and committee
member agreements.
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AMENDATORY SECTION (Amending WSR 06-23-083, filed 11/13/06, effective
12/14706)

WAC 182-55-030 Committee coverage determination process. (1) In
making a coverage determination, committee members shall review and
consider the health technology assessment. The committee may also con-
sider other information it deems relevant, including other information
provided by the ((administrator)) director, reports ((anrdf))or testi-
mony from an advisory group, and submissions or comments from the pub-
lic.

(2) The committee shall give the greatest weight to the evidence
determined, based on objective factors, to be the most valid and reli-
able, considering the nature and source of the evidence, the empirical
characteristic of the studies or trials upon which the evidence is
based, and the consistency of the outcome with comparable studies. The
commi ttee may also consider additional evidentiary valuation factors

such as recency (({date—oeF—wrformatron)—relevance (the—apphicabihity
ofF—the—1nformatiron—to—thekey —guestrons—presented—or —participating

est—eF—pelitieal—eenside#atiéns})). relevance, and bias.

AMENDATORY SECTION (Amending WSR 06-23-083, filed 11/13/06, effective
12/14706)

WAC 182-55-035 Committee coverage determination. Based on the
evidence regarding safety, efficacy, and cost-effectiveness of the
health technology, the committee shall:

(1) Determine the conditions, if any, under which the health
technology will be included as a covered benefit in health care pro-
grams of participating agencies by deciding that:

(a) Coverage is allowed without special conditions because the
evidence i1s sufficient to conclude that the health technology is safe,
efficacious, and cost-effective for all indicated conditions; or

(b) Coverage is allowed with special conditions because the evi-
dence is sufficient to conclude that the health technology is safe,
efficacious, and cost-effective in only certain situations; or

(c) Coverage is not allowed because either the evidence is insuf-
ficient to conclude that the health technology is safe, efficacious,
and cost-effective or the evidence is sufficient to conclude that the
health technology 1is unsafe, ((#neffectual)) Iinefficacious, or not
cost-effective.

(2) Ildentify whether the coverage determination 1iIs consistent
with the i1dentified medicare ((deeikstons)) national coverage determi-
nations and expert treatment guidelines.

(3) For decisions that are inconsistent with either the identi-
fied medicare ((deeistons)) national coverage determinations or expert
treatment guidelines, specify the reason(s) for the decision and the
evidentiary basis.

(4) For covered health technologies, specify criteria for partic-
ipating agencies to use when deciding whether the health technology is
medically necessary or proper and necessary treatment.
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AMENDATORY SECTION (Amending WSR 06-23-083, filed 11/13/06, effective
12/14706)

WAC 182-55-040 Review and publication of ((committee)) coverage
determinations. (1) For each health technology reviewed by the com-
mittee, the director reviews the sufficiency and validity of the
health technology review process for that health technology and certi-
fies the coverage determination for that health technology before im-
plementation by a participating agency. The review occurs after publi-
cation of the final committee coverage determination, as described in
this section, and includes whether the:

(a) Notification of the review of the health technology was made
on the centralized, internet-based communication tool as required by
RCW 70.14.130 (1) (a);

(b) Health technology assessment provided to the committee met
the requirements in RCW 70.14.100(4) and WAC 182-55-055;

(c) Health technology assessment was publicly available at least
fourteen calendar days before the committee®s consideration of the
health technology assessment;

(d) Health technology assessment was considered by the committee
in _an open and transparent process, as required by RCW 70.14.110
(2)(a);

(e) Committee provided an opportunity for public comment prior to
the committee"s final coverage determination decision;

() Committee acknowledged public comment timely received after
publication of the committee’s draft coverage determination and before
the committee"s final coverage determination decision;

(g) Committee"s final coverage determination specifies the rea-
son(s) for a decision that is inconsistent with the identified medi-
care national coverage determinations and expert treatment gquidelines
for the reviewed health technology; and

(h) Committee meetings complied with the requirements of the Open
Public Meetings Act as required by RCW 70.14.090(3).

(2) After the committee makes its final coverage determination
for a health technology, the director certifies in writing the cover-
age determination for implementation by a participating agency, unless
the director identifies a failure to meet the requirements outlined in
subsection (1) of this section in_ the committee"s decision-making
process.

(a) The director"s certification occurs within thirty calendar
days of the committee"s final coverage determination.

(b) When the director denies the certification, the director must
send the final coverage determination back to the committee for fur-
ther consideration and indicate the certification requirements that
were not met.

(c) When the director approves a certification, a copy of the
written certification is published on the centralized, internet-based
communication tool and in the Washington State Register.

(d) The director"s final written certification decision can be
appealed as other agency action, as described in RCW 34.05.570(4)., by
an_aggrieved individual who 1is eligible to receive a participating
agency"s state-purchased health care program. An appeal must be filed
in superior court and comply with all statutory requirements for judi-
cial review of other agency action required in chapter 34.05 RCW.

(3) The ((administrater—shall)) director will publish the final

((committee)) coverage determinations ((by—pesting—en—a)) on the cen-
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tralized, internet-based communication tool within ten business days
of the director"s certification described in subsection (2) of this

section.

((>)) (4) Upon publication, participating agencies will imple-
ment the committee coverage determination according to their statuto-
ry, regulatory, or contractual process unless((+

al—feed—and—dFag—adm+n+stFat+en)) the D}OVISIOHS of RCW 70 14 120(1)

AMENDATORY SECTION (Amending WSR 06-23-083, filed 11/13/06, effective
12/14706)

WAC 182-55-045 Advisory group. (1) The committee chair, upon an
affirmative vote of the committee members, may establish ad hoc tempo-

=)) groups pursuant to RCW 70.14.110

(2)(c). At the time an ad hoc temporary advisory group is formed, the
committee must state the ad hoc temporary advisory group®s objective
and questions to address.

(2) The committee chair shall make recommendations to the direc-
tor for appointments to the ad hoc temporary advisory group. An ad hoc
temporary advisory group ((shalh)) must include at least three mem-
bers. (( i i

gFerT)) The advisory group ((wHH—generally)) must include at least
one enrollee, client, or patient((s—and)). The advisory group must

have two or more experts or specialists within the field relevant to
the health technology, preferably with demonstrated experience iIn the
use, evaluation, or research of the health technology((—H—substan-
tral—eontroversy—over—the—health—technrelogy—ts—present;)); at least
one expert ((that—#s)) must be a proponent or advocate of the health
technology and at least one expert ((that—#s)) must be an opponent or
critic of the health technology ((sheuld—be—appointed-—~A—majority—of

))) The committee chair, or designee, may disqualify or remove
an_advisory group member. Each advisory group member:

(a) Must not have a substantial financial conflict of interest,
such as an_ interest in_a health technology company, including the
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holding of stock options, or the receipt of honoraria, or consultant
moneys;

(b) Must complete an advisory group member agreement, including a
conflict of interest disclosure form, and keep disclosure statements
current;

((B))) (c) Must abide by confidentiality requirements and keep
all personal medical information and proprietary information confiden-
tial; and

((te)—ShaH)) (d) Must not utilize information gained as a result
of advisory group membership outside of advisory group responsibili-
ties, unless such information is publicly available.

AMENDATORY SECTION (Amending WSR 06-23-083, filed 11/13/06, effective
12/14706)

WAC 182- 55 050 Health technology selectlon (1) ((Prior—to—se-

mendat+ens—i¥em—{he—{%mmuttee—)) The dlrector in consultatlon Wlth
participating agencies and the committee, selects health technologies
to be reviewed or rereviewed by the committee.

(2) The ((administrater)) director or committee may also consider
petitions requesting initial review of a health technology from inter-

ested partles ( (Fhe—adrrmistrater—shall—make—avarlable—1neluding

€4))) To suggest a topic for initial review, interested parties
must use the petition form made available on the centralized, inter-
net-based communication tool. The health technology assessment program
will provide copies of the petition to the director, committee mem-
bers, and participating agencies.

(a) Petitions are considered by the director, in consultation
with participating agencies and the committee.

(b) Only after the director has declined to grant the petition
can a petition be reviewed by the committee, pursuant to RCW
70.14.100(3).

(c) If a health technology is selected by the committee ((shalt
be))., the health technology is referred to the ((adwinistrator)) di-
rector for assignment to the next available contract for a health
technology assessment review as described in RCW 70.14.100(4).
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(3) Interested parties may submit a petition for the rereview of
a _health technology. Petitions for rereview are accepted only after a
notice is published on the centralized, internet-based communication
that the health technology is eligible for rereview. Interested par-
ties must use the petition form made available on the centralized, in-
ternet-based communication tool and may submit to the health technolo-
gy assessment program any new evidence that could change the previous
coverage determination. The health technology assessment program will
provide copies of the petition to the director, committee members, and
participating agencies.

(a) Petitions are considered by the director, in consultation
with participating agencies and the committee.

(b) Only after the director has declined to grant the petition
can a petition be reviewed by the committee, pursuant to RCW
70.14.100(3).

AMENDATORY SECTION (Amending WSR 06-23-083, filed 11/13/06, effective
12/14706)

WAC 182-55-055 Health technology assessment. (1) Upon providing
notice of the selection of the health technology for review on the
centralized, internet-based communication tool required by RCW
70.14.100 (1) (b), the ((administrater)) director shall post an invita-
tion for interested parties to submit information relevant to the
health technology for consideration by the evidence-based technology
assessment center. ((Sueh)) The relevant information ((shall—be—re-
guired—toe)) must be submitted to the ((administrater;)) director or
designee ((—nepaearl+e¥——than)) within thirty calendar days from the
date of the notice.

(2) Upon notice of the selection of the health technology for re-
view, the ((administrater)) director or designee shall request partic-
ipating agencies to provide information relevant to the health tech-
nology, including data on safety, health outcome, and cost. ((Sueh))
The relevant information ((shalH—be—required—to)) must be submitted to
the ((administrator;)) director or designee ((—ne—earl+er—than)) with-
in thirty calendar days from the date of the notice.

(3) Upon notice of the selection of the health technology for re-

view, the ((administrator)) director or designee shall ((
o)) identify ((and—organize)) relevant federal medicare national cov-
erage determinations and expert treatment guidelines, and any refer-
enced information used as the basis for such determinations ((ardf))or
guidelines.

(4) The ((administratoer)) director shall provide all information

)) gathered pursuant to
subsections (1), (2), and (3) of this section to the evidence-based
technology assessment center((s)) and shall post such information,
along with the key questions for review, on ((a&)) the centralized, in-
ternet-based communication tool.

(5) Upon completion of the health technology assessment by the
evidence-based technology assessment center, the ((administrator)) di-
rector shall provide the committee with:

(a) ((Firal)) A copy of the health technology assessment;

(b) Information as to whether the federal medicare program has
made a national coverage determination;
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(c) A copy of identified medicare national coverage ((deckstons))
determinations and accompanying information describing the basis for
the decision; and

(d) Information as to whether expert treatment guidelines exist,
including those from specialty physician organizations and patient ad-
vocacy organizations((s—and

tHon)), and déééribing the basfs %6r the guidefinés.
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