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AMENDATORY SECTION (Amending WSR 16-01-081, filed 12/14/15, effective
12/14/15)

WAC 284-43-0160 Definitions. Except as defined iIn other sub-
chapters and unless the context requires otherwise, the following def-
initions shall apply throughout this chapter.

(1) "Adverse determination”™ has the same meaning as the defini-
tion of adverse benefit determination in RCW 48.43.005, and includes:

(a) The determination iIncludes any decision by a health carrier”s
designee utilization review organization that a request for a benefit
under the health carrier®s health benefit plan does not meet the
health carrier®s requirements for medical necessity, appropriateness,
health care setting, level of care, or effectiveness or is determined
to be experimental or iInvestigational and the requested benefit is
therefore denied, reduced, or terminated or payment is not provided or
made, In whole or in part for the benefit;

(b) The denial, reduction, termination, or failure to provide or
make payment, in whole or in part, for a benefit based on a determina-
tion by a health carrier or its designee utilization review organiza-
tion of a covered person®s eligibility to participate In the health
carrier™s health benefit plan;

(c) Any prospective review or retrospective review determination
that denies, reduces, or terminates or fails to provide or make pay-
ment in whole or iIn part for a benefit;

(d) A rescission of coverage determination; or

(e) A carrier”s denial of an application for coverage.

(2) "Authorization™ or "certification™ means a determination by
the carrier that an admission, extension of stay, or other health care
service has been reviewed and, based on the information provided,
meets the clinical requirements for medical necessity, appropriate-
ness, level of care, or effectiveness iIn relation to the applicable
health plan.

(3) "Clinical review criteria” means the written screens, deci-
sion rules, medical protocols, or guidelines used by the carrier as an
element iIn the evaluation of medical necessity and appropriateness of
requested admissions, procedures, and services under the auspices of
the applicable health plan.

(4) 'Covered health condition™ means any disease, illness, Injury
or condition of health risk covered according to the terms of any
health plan.

(5) "Covered person™ or "enrollee”™ means an individual covered by
a health plan including a subscriber, policyholder, or beneficiary of
a group plan.

(6) "Emergency Till" means a limited dispensed amount of medica-
tion that allows time for the processing of a preauthorization re-
quest. Emergency fill only applies to those circumstances where a pa-
tient presents at a contracted pharmacy with an immediate therapeutic
need for a prescribed medication that requires a prior authorization.

(7) "Emergency medical condition”™ means the emergent and acute
onset of a symptom or symptoms, including severe pain, that would lead
a prudent layperson acting reasonably to believe that a health condi-
tion exists that requires immediate medical attention, if failure to
provide medical attention would result in serious impairment to bodily
functions or serious dysfunction of a bodily organ or part, or would
place the person®s health in serious jeopardy.
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(8) "Emergency services" has the meaning set forth 1in RCW
48.43.005.

(9) "Enrollee point-of-service cost-sharing” or 'cost-sharing”
means amounts paid to health carriers directly providing services,
health care providers, or health care facilities by enrollees and may
include copayments, coinsurance, or deductibles.

(10) "Facility” means an institution providing health care serv-
ices, including but not limited to hospitals and other licensed inpa-
tient centers, ambulatory surgical or treatment centers, skilled nurs-
ing centers, residential treatment centers, diagnostic, laboratory,
and 1imaging centers, and rehabilitation and other therapeutic set-
tings, and as defined in RCW 48.43.005.

(11) "Formulary™ means a listing of drugs used within a health
plan. A formulary must include drugs covered under an enrollee”s medi-
cal benefit.

(12) "Grievance"™ has the meaning set forth in RCW 48.43.005.

(13) "Health care provider™ or "provider'™ means:

(a) A person regulated under Title 18 RCW or chapter 70.127 RCW,
to practice health or health-related services or otherwise practicing
health care services iIn this state consistent with state law; or

(b) An employee or agent of a person described in (a) of this
subsection, acting In the course and scope of his or her employment.

(14) "Health care service"™ or "health service”™ means that service
offered or provided by health care facilities and health care provid-
ers relating to the prevention, cure, or treatment of illness, Injury,
or disease.

(15) "Health carrier™ or "carrier”™ means a disability iInsurance
company regulated under chapter 48.20 or 48.21 RCW, a health care
service contractor as defined in RCW 48.44.010, and a health mainte-
nance organization as defined in RCW 48.46.020, and includes "issuers"
as that term is used in the Patient Protection and Affordable Care Act
(P.L. 111-148, as amended (2010)).

(16) "Health plan™ or "plan™ means any individual or group poli-
cy, contract, or agreement offered by a health carrier to provide, ar-
range, reimburse, or pay for health care service except the following:

(a) Long-term care insurance governed by chapter 48.84 RCW;

(b) Medicare supplemental health insurance governed by chapter
48.66 RCW;

(c) Limited health care service offered by limited health care
service contractors in accordance with RCW 48.44.035;

(d) Disability income;

(e) Coverage incidental to a property/casualty liability insur-
ance policy such as automobile personal iInjury protection coverage and
homeowner guest medical;

() Workers®™ compensation coverage;

(g) Accident only coverage;

(h) Specified disease and hospital confinement indemnity when
marketed solely as a supplement to a health plan;

(i) Employer-sponsored self-funded health plans;

(J) Dental only and vision only coverage; and

(k) Plans deemed by the insurance commissioner to have a short-
term limited purpose or duration, or to be a student-only plan that is
guaranteed renewable while the covered person is enrolled as a regular
full-time undergraduate or graduate student at an accredited higher
education institution, after a written request for such classification
by the carrier and subsequent written approval by the iInsurance com-
missioner.
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(17) "Immediate therapeutic needs”™ means those needs where pas-
sage of time without treatment would result in iImminent emergency
care, hospital admission or might seriously jeopardize the life or
health of the patient or others in contact with the patient.

(18) "Indian health care provider™ means:

(a) The Indian Health Service, an agency operated by the U.S. De-
partment of Health and Human Services established by the Indian Health
Care Improvement Act, Section 601, 25 U.S.C. 81661;

(b) An Indian tribe, as defined in the Indian Health Care Im-
provement Act, Section 4(14), 25 U.S.C. 81603(14), that operates a
health program under a contract or compact to carry out programs of
the Indian Health Service pursuant to the Indian Self-Determination
and Education Assistance Act (ISDEAA), 25 U.S.C. 8450 et seq-;

(c) A tribal organization, as defined in the Indian Health Care
Improvement Act, Section 4(26), 25 U.S.C. 81603(26), that operates a
health program under a contract or compact to carry out programs of
the Indian Health Service pursuant to the ISDEAA, 25 U.S.C. 8450 et
seq-,

(d) An Indian tribe, as defined in the Indian Health Care Im-
provement Act, Section 4(14), 25 U.S.C. 81603(14), or tribal organiza-
tion, as defined In the Indian Health Care Improvement Act, Section
4(26), 25 U.S.C. 81603(26), that operates a health program with fund-
ing provided in whole or part pursuant to 25 U.S.C. 847 (commonly
known as the Buy Indian Act); or

(e) An urban Indian organization that operates a health program
with funds in whole or part provided by Indian Health Service under a
grant or contract awarded pursuant to Title V of the Indian Health
Care Improvement Act, Section 4(29), 25 U.S.C. 81603(29).

(19) "Managed care plan'™ means a health plan that coordinates the
provision of covered health care services to a covered person through
the use of a primary care provider and a network.

(20) "Medically necessary™ or "medical necessity"” in regard to
mental health services and pharmacy services is a carrier determina-
tion as to whether a health service is a covered benefit because the
service 1is consistent with generally recognized standards within a
relevant health profession.

(21) "Mental health provider™ means a health care provider or a
health care facility authorized by state law to provide mental health
services.

(22) "Mental health services” means IiIn-patient or out-patient
treatment, partial hospitalization or out-patient treatment to manage
or ameliorate the effects of a mental disorder listed in the Diagnos-
tic and Statistical Manual (DSM) IV published by the American Psychi-
atric Association, excluding diagnoses and treatments for substance
abuse, 291.0 through 292.9 and 303.0 through 305.9.

(23) "Network™ means the group of participating providers and fa-
cilities providing health care services to a particular health plan or
line of business (individual, small, or large group). A health plan
network for issuers offering more than one health plan may be smaller
in number than the total number of participating providers and facili-
ties for all plans offered by the carrier.

(24) "Out-patient therapeutic visit"” or "out-patient visit" means
a clinical treatment session with a mental health provider of a dura-
tion consistent with relevant professional standards used by the car-
rier to determine medical necessity for the particular service being
rendered, as defined iIn Physicians Current Procedural Terminology,
published by the American Medical Association.
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(25) "Participating provider'™ and "participating facility” means
a facility or provider who, under a contract with the health carrier
or with the carrier®s contractor or subcontractor, has agreed to pro-
vide health care services to covered persons with an expectation of
receiving payment, other than coinsurance, copayments, or deductibles,
from the health carrier rather than from the covered person.

(26) "Person”™ means an individual, a corporation, a partnership,
an association, a joint venture, a joint stock company, a trust, an
unincorporated organization, any similar entity, or any combination of
the foregoing.

(27) ™"Pharmacy services"™ means the practice of pharmacy as de-
fined In chapter 18.64 RCW and includes any drugs or devices as de-
fined iIn chapter 18.64 RCW.

(28) "Primary care provider™ means a participating provider who
supervises, coordinates, or provides initial care or continuing care
to a covered person, and who may be required by the health carrier to
initiate a referral for specialty care and maintain supervision of
health care services rendered to the covered person.

(29) "Preexisting condition™ means any medical condition, 1ill-
ness, or iInjury that existed any time prior to the effective date of
coverage.

(30) "Premium”™ means all sums charged, received, or deposited by
a health carrier as consideration for a health plan or the continuance
of a health plan. Any assessment or any "membership,’™ *policy,™ '‘con-
tract,” 'service,” or similar fee or charge made by a health carrier
in consideration for a health plan is deemed part of the premium.
"Premium” shall not include amounts paid as enrollee point-of-service
cost-sharing.

(31) ™"Service area"™ means the geographic area or areas where a
specific product is issued, accepts members or enrollees, and covers
provided services. A service area must be defined by the county or
counties included unless, for good cause, the commissioner permits
limitation of a service area by zip code. Good cause includes geo-
graphic barriers within a service area, or other conditions that make
offering coverage throughout an entire county unreasonable.

(32) "Small group plan”™ means a health plan issued to a small em-
ployer as defined under RCW 48.43.005(33) comprising from one to fifty
eligible employees.

(33) "Substitute drug” means a therapeutically equivalent sub-
stance as defined in chapter 69.41 RCW.

(34) "Supplementary pharmacy services™ or ™other pharmacy serv-
ices” means pharmacy services involving the provision of drug therapy
management and other services not required under state and federal law
but that may be rendered in connection with dispensing, or that may be
used in disease prevention or disease management.

AMENDATORY SECTION (Amending WSR 16-19-086, filed 9/20/16, effective
10/21/16)

WAC 284-43-5170 Prescription drug benefit disclosures. (1 A
carrier must include the following iInformation in the certificate of
coverage issued for a health benefit plan, policy or agreement that
includes a prescription drug benefit((s)) 1iIn addition to those re-
quired elsewhere in Titles 48 RCW and 284 WAC. The commissioner may
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disapprove any contract issued on or after January 1, 2018, if the re-
guirements of this subsection are not met.
(a) A clear statement explalnlng that the health beneflt plan((—

xclusion of certain brand name or other medications from its

1
ses the foIIOW|nq |n its coverage of druqs (as applicable):
E

A
) Therapeutic drug substitution;

(ii1) Incentives for use of generic drugs (such as step-therapy
protocols);

(iv) Prior authorization requirements;

(v) Mid-plan year formulary changes; or

(vi) Other limits of its prescription drug benefit.

(b) A clear explanation of the substitution process required un-
der WAC 284-43-5080 that the enrollee or their provider must use to
seek coverage of a prescription drug or medication that is not in the
formulary or is not the carrier®s preferred drug or medication for the
covered medical condition.

(c) A clear statement explaining that consumers may be eligible
to receive an emergency Ffill for prescription drugs under the circum-
stances described in WAC 284-170-470. The disclosure must include the
process for consumers to obtain an emergency fill, and cost-sharing
requirements, if any, for an emergency fill.

(d) The process for developing coverage standards and formula-
ries, including the principal criteria by which drugs are selected for
inclusion, exclusion, restriction or limitation.

(e) The process of changing formularies and coverage standards,
including changes in the use of substitute drugs. If the plan has pro-
visions for "grandfathering' certain ongoing prescriptions or other
coverage exceptions, these practices must be disclosed.

(f) The disclosure must state whether drugs may move between
tiers during a plan year and whether this may affect cost-sharing.

(g) Any medication management, disease management, or other phar-
macy-related services reimbursed by the plan in addition to those re-
quired under state and federal law in connection with dispensing
drugs, such as disease management services for migraine, diabetes,
smoking cessation, asthma, or lipid management.

(h) The general categories of drugs excluded from coverage must
be disclosed. Such categories may include items such as appetite sup-
pressants, dental prescriptions, cosmetic agents or most over-the-
counter medications. This subsection does not require that any partic-
ular category of coverage for drugs or pharmacy services should be ex-
cluded, reduced, or limited by a health plan.

(2) When a carrier eliminates a previously covered drug from its
formulary, or establishes new limitations on coverage of the drug or
medication, at a minimum a carrier must ensure that prior notice of
the change will be provided as soon as is practicable, to enrollees
who filled a prescription for the drug within the prior three months.

(a) Provided the enrollee agrees to receive electronic notice and
such agreement has not been withdrawn, either electronic mail notice,
or written notice by first class mail at the last known address of the
enrollee, are acceptable methods of notice.

(b) If neither of these notice methods is available because the
carrier lacks contact information for enrollees, a carrier may post
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notice on its web site or at another location that may be appropriate,
so long as the posting is done in a manner that is reasonably calcula-
ted to reach and be noticed by affected enrollees.

(3) A carrier and health plan may use provider and enrollee edu-
cation to promote the use of therapeutically equivalent generic drugs.
The materials must not mislead an enrollee about the difference be-
tween biosimilar or bioequivalent, and therapeutically equivalent, ge-
neric medications.

(4) A carrier must include the following statement in the certif-
icate of coverage issued for a health benefit plan, policy, or agree-
ment that includes a prescription drug benefit, and provide current
contact information as prompted below:

YOUR PRESCRIPTION DRUG RIGHTS

You have the right to safe and effective pharmacy services. You
also have the right to know what drugs are covered by your plan and
the limits that apply. 1If you have a question or concern about your
prescription drug benefits, please contact us (the health carrier) at
(health carrier"s contact phone number) or visit (health carrier”"s web
site). If you would like to know more about your rights, or if you
have concerns about your plan, you may contact the Washington state
office of insurance commissioner at 1-800-562-6900 or
www. insurance.wa.gov. If you have a concern about the pharmacists or
pharmacies serving you, please contact the Washington state department
of health at 360-236-4700, www.doh.wa.gov, or HSQACSC@doh.wa.gov.

REPEALER

The fTollowing section of the Washington Administrative Code 1is
repealed:

WAC 284-43-5040 Coverage for pharmacy services.
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